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    IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

         BEFORE THE TRADEMARK TRIAL APPEAL BOARD

___________________________

                           ) Opposition No. 91194218 

ILLUMINA, INC.,            ) (parent)

                           ) Serial No. 77/768176 

   Opposer/Petitioner,     ) Opposition No. 91194219

                           ) Serial No. 77/775316

     vs.                   )

                           ) 

MERIDIAN BIOSCIENCE, INC., ) Cancellation No.  

                           ) 92053479 Reg. No. 3887164

    Applicant/Registrant.  ) Cancellation No.

___________________________) 92053479 Reg. No. 386801

 ***CONFIDENTIAL - PURSUANT TO THE PROTECTIVE ORDER***

                Tuesday, May 12, 2015

    DEPOSITION OF NAOMI O'GRADY, a witness herein,   

    called by the Applicant/Registrant, Meridian

    Bioscience, Inc., at 12790 El Camino Real, San      

    Diego, California, commencing 8:29 a.m. and       

    concluding 5:25 p.m., before Karla Meyer Baez,    

    RPR-CRR, CSR No. 4506, Certified Shorthand        

    Reporter in and for the State of California. 

------------------------------------------------------

                 DIGITAL EVIDENCE GROUP

              1726 M Street NW, Suite 1010

                 Washington, DC  20036

                     (202) 232-0646    
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21      thankinson@kmklaw.com
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1                   SAN DIEGO, CALIFORNIA 

2              TUESDAY, MAY 12, 2015; 8:29 A.M.  

3

4                       NAOMI O'GRADY

5 having been first duly sworn by the Certified Shorthand 

6     Reporter, was examined and testified as follows:

7                        EXAMINATION

8 BY MR. HANKINSON:  

9      Q.  Good morning.  

10      A.  Good morning.  

11      Q.  I'm Tom Hankinson.  I'm here on behalf of 

12 Meridian Bioscience.  

13          Do other people want to state their presence?  

14          MR. HORNE:  Sure.  Brian Horne from Knobbe for 

15 Illumina.  Will Noon from Illumina is with me.  

16 BY MR. HANKINSON:

17      Q.  Could you state your name and spell your last 

18 name.  

19      A.  Sure.  Naomi O'Grady, O apostrophe G-R-A-D-Y.  

20      Q.  You've given a deposition previously in this 

21 case; right?

22      A.  Yes.  
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1      Q.  Last December?

2      A.  I don't recall the exact date, but yes, around 

3 that time frame.  

4      Q.  The same guidelines and ground rules are going 

5 to apply today.  Do you have a good recollection of 

6 those, or maybe I should go over them again?  

7      A.  I wouldn't mind if you went over them again.  

8      Q.  Sure.  The court reporter is here.  She is 

9 going to be taking down everything that we say.  So it 

10 helps if I complete my question.  Maybe there will be an 

11 opportunity for Mr. Horne to object.  If he doesn't and 

12 there is a pause, then you can answer.  If he does, let 

13 him finish and then you can answer, and I'll try to wait 

14 until you're complete with your answer until I speak 

15 again, and that way it all gets taken down.  

16          Is that okay?  

17      A.  Yes.  

18      Q.  And you do a very good job with this, but 

19 answer out loud and in words, because nods don't get 

20 taken down and "uh-huhs" or "huh-huhs" can be ambiguous 

21 in writing.  

22          So do you mind answering "yes" or "no" or 
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1 otherwise in words?

2      A.  Yes.  That's fine.  

3          MR. HORNE:  Good job.  

4 BY MR. HANKINSON:  

5      Q.  If you want to take a break, you can at any 

6 time, but you'll have to answer the question that's 

7 pending and then ask for a break, and then we can do 

8 that.  

9      A.  Okay.  

10      Q.  If you answer my question, then I'm going to 

11 assume that you understand it.  If you don't understand 

12 it, please ask me to either repeat it, if that's what 

13 you need, or rephrase it.  

14          Will you do that?  

15      A.  Yes.  

16      Q.  For what years did you attend undergraduate 

17 school?  

18      A.  I graduated in 2007, and I think it took two 

19 and a half years.  I don't recall exactly, but I think 

20 it was 2005 and 2007.  

21      Q.  Did you work prior to going to undergraduate 

22 school?
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1      A.  Yes.  

2      Q.  What kind of job?

3      A.  I was working at a biotech company called 

4 Nanogen.  I held a variety of positions there.  

5      Q.  Straight out of high school?

6      A.  No.  After I graduated.  

7      Q.  You were talking about graduate school?

8      A.  I didn't answer your question correctly.  I'm 

9 sorry.  

10      Q.  No problem.  

11      A.  I was talking about graduate school.  

12      Q.  Got it.  So you spent approximately two and a 

13 half years in business school?

14      A.  In business school, yes.

15      Q.  Maybe from 2005.  And in any event you 

16 graduated from business school in 2007?  

17      A.  That's right.  

18      Q.  When did you attend undergraduate school?

19      A.  Approximately '96 to 2000, give or take a year.  

20      Q.  Did you graduate in 2000?

21      A.  I can't recall if it was 2000 or 2001.  

22      Q.  You don't have your class ring to check?
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1      A.  No.  

2      Q.  So you spent about five years in undergraduate 

3 school?

4      A.  Yes.

5      Q.  And if I'm remembering, you got a bachelor of 

6 science degree?

7      A.  Yes.  

8      Q.  In microbiology?

9      A.  Biology.  

10      Q.  Biology.  And after you graduated you -- from 

11 undergraduate university you began working for Nanogen?

12      A.  Yes.

13      Q.  And you worked there in various capacities up 

14 to and including your time in business school?

15      A.  Yes.  

16      Q.  What was the highest position that you held at 

17 Nanogen?

18      A.  Product manager.

19      Q.  Was that in a marketing capacity?

20      A.  Yes.

21      Q.  In what year did you leave Nanogen?

22      A.  2007.
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1      Q.  Around the same time that you graduated 

2 business school?

3      A.  Yes.  

4      Q.  Was your next job at Illumina?

5      A.  Yes.

6      Q.  And did that begin in 2007?

7      A.  Yes.

8      Q.  Did your knowledge of Illumina and its products 

9 come from your time working there?

10          MR. HORNE:  Vague.  

11      A.  Can you rephrase the question.

12 BY MR. HANKINSON:  

13      Q.  Were you a fan of Illumina with posters on the 

14 wall in high school?

15      A.  No.

16      Q.  Did you learn about Illumina and its products 

17 when you came to work for Illumina?

18      A.  I knew of Illumina before I started there.  

19      Q.  Just that the company existed and that it was a 

20 large biotechnology company?

21      A.  I was attracted to them because of their 

22 reputation.  
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1      Q.  When did you first hear about them?

2      A.  2005 or '-6.

3      Q.  During business school?  

4      A.  During business school and also in the course 

5 of business at Nanogen.  I'm sorry.  Yeah, Nanogen.  

6      Q.  Do you hold any postgraduate degrees in a 

7 scientific field?

8      A.  No.  

9      Q.  Have you been employed within a research 

10 laboratory?

11      A.  I -- 

12          MR. HORNE:  Vague.  

13      A.  I don't understand what you mean by a research 

14 laboratory.  

15 BY MR. HANKINSON:  

16      Q.  So you've been employed within a laboratory?

17      A.  Yes.

18      Q.  What was that laboratory?

19      A.  I was employed at Children's Hospital in their 

20 cytogenetics laboratory.  

21      Q.  When?

22      A.  I don't remember the exact years, but while I 
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1 was an undergraduate for the last two years and 

2 including some time after graduation.  

3      Q.  Do you hold any certifications in a scientific 

4 field?

5      A.  I hold a certification in product development 

6 under design control.  

7      Q.  Which is a regulatory field?

8      A.  Yes.  

9      Q.  So do you hold any certifications in a 

10 scientific field?

11      A.  No.  

12      Q.  Have the jobs that you have mentioned so far 

13 encompassed all of your work experience?

14          MR. HORNE:  Vague.  

15      A.  No.  

16 BY MR. HANKINSON:  

17      Q.  And where else have you worked?

18      A.  The -- including Nanogen, Illumina, and the 

19 cytogenetics lab, those represent my experience in the 

20 biotech field.  

21          Prior to that I held various jobs in order to 

22 sustain myself through college.  



5/12/2015 I llumina, Inc. v. Meridian Bioscience, Inc. Naomi O'Grady
Confidential - Pursuant to Protective Order

www.DigitalEvidenceGroup.com Digital Evidence Group C'rt 2015 202-232-0646

Page 14

1      Q.  You wouldn't consider them part of your 

2 professional career?

3      A.  No.

4          MR. HANKINSON:  Let's mark this as Exhibit M.  

5          (O'Grady Exhibit M was marked for 

6          identification)

7 BY MR. HANKINSON:  

8      Q.  Is Exhibit M a copy of your rebuttal 

9 declaration in this matter?

10      A.  Yes.  

11      Q.  Did you sign the declaration that is Exhibit M 

12 on April 8th, 2015?

13      A.  Yes.  

14      Q.  Generally is one of the points that you attempt 

15 to make in this rebuttal declaration that Illumina has 

16 had a long-standing presence in the molecular 

17 diagnostics field?

18          MR. HORNE:  Vague.  

19      A.  I don't know.

20 BY MR. HANKINSON:

21      Q.  So this declaration does not attempt to show 

22 that Illumina has a long-standing presence in the 
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1 molecular diagnostic field?

2          MR. HORNE:  Vague, mischaracterizes testimony.  

3      A.  I don't know if I would say that it's a summary 

4 statement of the deposition -- or declaration.  

5 BY MR. HANKINSON:  

6      Q.  So if one reads this declaration, it does not 

7 show that Illumina has had a long-standing presence in 

8 the diagnostics field?

9          MR. HORNE:  Vague, mischaracterizes testimony.  

10      A.  I don't know.

11          MR. HORNE:  Lacks foundation.  

12 BY MR. HANKINSON:  

13      Q.  You wrote this declaration; right?

14      A.  Yes.

15      Q.  And you signed it?

16      A.  Yes.

17      Q.  You had some purpose for doing so?

18      A.  Yes.  

19      Q.  And the purpose was to aid your company in this 

20 case; right?

21      A.  Yes.

22      Q.  And paragraph one says "I have personal 



5/12/2015 I llumina, Inc. v. Meridian Bioscience, Inc. Naomi O'Grady
Confidential - Pursuant to Protective Order

www.DigitalEvidenceGroup.com Digital Evidence Group C'rt 2015 202-232-0646

Page 16

1 knowledge of the matters set forth herein, and if called 

2 upon to testify I could and would competently testified 

3 thereto"; right?

4      A.  Yes.

5      Q.  Do you believe that to be true?

6      A.  Yes.  

7      Q.  A lot of the statements in this declaration 

8 have to do with laboratory-developed tests; right?

9          MR. HORNE:  Vague.  

10      A.  Some of them do.  

11 BY MR. HANKINSON:  

12      Q.  But not a lot?  

13          MR. HORNE:  Vague.  

14      A.  I'm sorry, I don't understand what you're 

15 saying.

16 BY MR. HANKINSON:  

17      Q.  Well, I asked you if a lot of them did, and you 

18 said some of them do.  So not a lot, just some.  

19          MR. HORNE:  Vague, argumentative.  

20      A.  I don't -- I don't understand what you're 

21 asking me.

22 /////////
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1 BY MR. HANKINSON:

2      Q.  Well, I asked if a lot of the statements in 

3 this declaration have to do with laboratory-developed 

4 tests.  

5          Do you remember that question?  

6          MR. HORNE:  Vague, argumentative.

7      A.  Yes.

8 BY MR. HANKINSON:  

9      Q.  And instead of saying "yes" to answer that a 

10 lot of them do, you said "some of them do"; right?

11      A.  Yes.  

12      Q.  And so you quibbled with the word "a lot," and 

13 you were more comfortable saying that "some of them do."  

14 Is that a fair statement?  

15          MR. HORNE:  Vague, argumentative, 

16 mischaracterizes testimony.

17      A.  I haven't precisely characterized the quantity 

18 of statements that relate to the LDTs in this document.

19 BY MR. HANKINSON:

20      Q.  So in this document do you often reference 

21 laboratory-developed tests?

22          MR. HORNE:  Vague.  
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1      A.  I reference laboratory-developed tests in the 

2 declaration.  

3 BY MR. HANKINSON:

4      Q.  So you would agree with your attorney that the 

5 term "often" is vague?  

6      A.  Yes.  

7      Q.  And unless you counted how many statements 

8 there are total in the declaration and then counted how 

9 many statements referenced laboratory-developed tests, 

10 you won't know the percentage that reference 

11 laboratory-developed tests; right?

12      A.  Yes.

13      Q.  And if instead you just said that a lot of them 

14 have to do with laboratory-developed tests or that it 

15 often references laboratory-developed tests, those would 

16 be vague terms without the numbers to back them; right?

17          MR. HORNE:  Argumentative, vague.  

18      A.  Yes.  

19 BY MR. HANKINSON:  

20      Q.  Could you turn to paragraph 15.  In paragraph 

21 15 you say, "In fact, LDTs are commonly used to diagnose 

22 patients.  Often the same clinicians in a lab are using 
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1 both LDTs and IVDs."

2          Do you see those two paragraphs in Exhibit 15?  

3      A.  Yes.

4      Q.  That's in Exhibit M, your declaration; right?

5      A.  Yes.  

6      Q.  You don't present a percentage of how many 

7 clinicians in a lab are using both LDTs and IVDs, do 

8 you?

9      A.  No.

10      Q.  So your phrase "often" is vague; correct?

11          MR. HORNE:  Argumentative.  

12 BY MR. HANKINSON:

13      Q.  Otherwise you're just saying it's okay for you 

14 to use it when you want to, but it's vague when I'm 

15 asking a question that uses the term.  So is that vague 

16 or not?

17          MR. HORNE:  Argumentative, mischaracterizes her 

18 testimony, and your question is vague.  

19 BY MR. HANKINSON:  

20      Q.  Let me ask a new question.  

21          Did you present in this declaration, Exhibit M, 

22 a total number of laboratories?  
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1      A.  No.

2      Q.  Did you count how many clinicians within labs 

3 use both LDTs and IVDs in this declaration?

4      A.  No.  

5      Q.  And yet you offer the opinion that often the 

6 same clinicians in a lab are using both LDTs and IVDs; 

7 right?

8      A.  Yes.

9      Q.  And here today you've agreed that if you use 

10 the word "often" to describe something without counting 

11 the total and counting the number of hits, that that's a 

12 vague term; right?  

13          MR. HORNE:  Argumentative, vague, 

14 mischaracterizes her testimony.  

15      A.  I'm sorry, what are you asking me?  

16 BY MR. HANKINSON:

17      Q.  Are you uncomfortable with the question?

18      A.  I don't understand what you're asking me.  

19          MR. HANKINSON:  Could you read it back, please.  

20 I'm sorry if it's an imposition.  I hope that's okay.  

21          (Question was read)

22      A.  It's not quantitative.  It's not quantitative.  
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1 BY MR. HANKINSON:  

2      Q.  And earlier you agreed that the term "often" is 

3 vague when your attorney objected that my use was vague; 

4 right?  

5          MR. HORNE:  Mischaracterizes testimony.  

6          Go ahead.  

7      A.  Yes, I agree.  

8 BY MR. HANKINSON:  

9      Q.  Would your answers to the series of questions 

10 that I just asked about the word "often" apply to each 

11 time that you characterize something as happening often 

12 within your declaration that is Exhibit M?

13      A.  I don't know.  

14      Q.  "Often" might mean different things to you at 

15 different times in your declaration so that you would 

16 answer those questions differently?  

17      A.  I don't have an opinion of what it meant every 

18 single time I said it sitting here right now to answer 

19 that question.  

20      Q.  Paragraph 1, that says that you have personal 

21 knowledge of the matters set forth herein and if called 

22 upon to testify you could and would competently testify 
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1 thereto; right?

2      A.  Yes.

3      Q.  So that means that you are the person who is 

4 going to testify today about this declaration; there is 

5 not someone else; right?

6      A.  No.  That's right.

7      Q.  And these are your words?

8      A.  Yes.

9      Q.  And I'm asking you about your use of the word 

10 "often," which you've said is vague; right?

11      A.  Yes.

12          MR. HORNE:  Mischaracterizes -- 

13 BY MR. HANKINSON:

14      Q.  I'm just asking you if that applies each time 

15 you use the word "often."  

16          MR. HORNE:  Compound.  You want to go through 

17 each term one by one?  

18          MR. HANKINSON:  Mr. Horne stated an objection.  

19          MR. HORNE:  It's a question to you.  

20          THE WITNESS:  Is there a question for me to 

21 answer?  

22 ///////
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1 BY MR. HANKINSON:

2      Q.  Yes.  

3      A.  Would you please restate it.  

4          MR. HANKINSON:  Would you mind reading it back, 

5 please.  

6          (Question was read)

7          MR. HORNE:  The question is whether you wanted 

8 to go through each term or not.  

9      A.  I do not believe -- I do not believe every time 

10 I used the word "often" is vague.  

11 BY MR. HANKINSON:  

12      Q.  Do you understand that this case will be 

13 decided by a Trademark Trial and Appeal Board?

14      A.  No.  

15      Q.  Do you understand that someone will decide this 

16 case?

17      A.  Yes.

18      Q.  Do you understand that your rebuttal 

19 declaration, in addition to other evidence in the case, 

20 will be submitted to that person or group of people in 

21 order to decide the case?

22      A.  Yes.  
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1      Q.  So you understand that someone will be reading 

2 your declaration and then trying to make conclusions 

3 that matter in this case based on it; right?

4      A.  Yes.

5      Q.  And you are telling that person that when you 

6 use the word "often" in your declaration it is sometimes 

7 vague but sometimes may not be vague; is that accurate?  

8          MR. HORNE:  Mischaracterizes testimony, 

9 argumentative.  

10      A.  Are you asking me if I understand that?  

11 BY MR. HANKINSON:

12      Q.  Yes.  

13      A.  I understand what you're saying to me.  

14      Q.  And you understand that it is true about the 

15 world [verbatim]?

16      A.  I don't understand what you just said.  

17      Q.  Well, you said you understand the words coming 

18 out of my mouth, right?  That was what your answer was 

19 intended to convey.  And I'm asking you if you 

20 understand that that concept that I just described is 

21 true, it's a true thing.  

22      A.  Can I try to restate what I think you're saying 
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1 to me because I --

2      Q.  No.  I'd -- 

3      A.  The trail of conversation is hard for me to 

4 follow.  

5          MR. HORNE:  Then ask for the question to be 

6 repeated if you can't remember what the question on the 

7 table is. 

8      A.  Can you please restate your question to me?  

9 BY MR. HANKINSON:  

10      Q.  Do you understand -- pardon me.  Let me start 

11 again.  

12          You are, in testifying here today, telling the 

13 person who will decide this case that when you use the 

14 word "often" in Exhibit M, your rebuttal declaration, it 

15 sometimes is vague, but other times it may not be vague; 

16 is that correct?  

17          MR. HORNE:  Argumentative, mischaracterizes the 

18 testimony, and the question is vague.  

19      A.  I do not believe that my statements are vague.

20 BY MR. HANKINSON:  

21      Q.  You agree that one use of the term "often" was 

22 vague, right, when there weren't numbers to back it up?
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1          MR. HORNE:  Vague, mischaracterizes testimony, 

2 argumentative.  

3      A.  I -- 

4 BY MR. HANKINSON:

5      Q.  Are you looking at paragraph 15?

6      A.  Yes, I am.  Though the statement in paragraph 

7 15 says "Often the same clinicians in the lab are using 

8 both LDTs and IVDs," which I believe to be true.  

9          And I explain why by saying it's because the 

10 rapidly evolving needs of the diagnostic level outpace 

11 the process of becoming an IVD are approved -- I'm 

12 sorry -- an FDA cleared or approved IVD.  I don't 

13 believe that that is vague.  It's true.  

14      Q.  So when you told me before that that use of the 

15 word "often," just like my use of the word "often" was 

16 vague, you weren't being completely honest with me?

17      A.  I don't -- I didn't understand.

18          MR. HORNE:  Argumentative.  

19      A.  I didn't understand what you're asking me.

20          MR. HORNE:  Mischaracterizes testimony.

21 BY MR. HANKINSON:  

22      Q.  We were talking how about in order to 
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1 characterize something as "often" and not be vague, you 

2 would have to count the total and then count the number 

3 of times in which that thing were true and determine a 

4 percentage.  

5          Do you remember when we discussed that?  

6          MR. HORNE:  Mischaracterizes her testimony, 

7 argumentative.  

8          Go ahead.  

9      A.  I remember when we discussed that.  

10 BY MR. HANKINSON:  

11      Q.  And do you remember agreeing with that premise?  

12          MR. HORNE:  Argumentative, mischaracterizes 

13 testimony.  

14      A.  I believe the word "often" alone may be vague.  

15 In the context of a sentence or a paragraph it may not 

16 be.  It depends on the context of the conversation.  

17 BY MR. HANKINSON:  

18      Q.  And you are telling the person or people who 

19 will decide this case that the word "often" may or may 

20 not be vague depending on the context when they read 

21 your declaration; right?

22          MR. HORNE:  Mischaracterizes testimony, 
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1 argumentative.  

2 BY MR. HANKINSON:

3      Q.  I'm just saying what you said, but I'm saying 

4 you're telling it to the Trademark Trial and Appeal 

5 Board.  So you agree with that; right?  

6          MR. HORNE:  Argumentative, mischaracterizes 

7 testimony.  

8 BY MR. HANKINSON:  

9      Q.  Please answer the question.  Is it different 

10 for you sitting here than it is when the Trademark Trial 

11 and Appeal Board is deciding the case?  Is the answer 

12 changed somehow?

13      A.  No.

14      Q.  Okay.  So it's the same; right?

15          MR. HORNE:  Argumentative.

16      A.  The word "often" may or may not be vague in the 

17 context of a conversation based on the information 

18 provided.  I do not agree that you can take that word 

19 and say it's vague completely without looking at the 

20 context.  

21 BY MR. HANKINSON:  

22      Q.  And if the context does not provide a total 
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1 number of things and then a number of things that are 

2 hits, that are times when the thing you're talking about 

3 happened, that it's a vague concept; it doesn't have a 

4 percentage behind it?

5          MR. HORNE:  Argumentative.  

6      A.  I do not believe that's the only way to provide 

7 context to the word "often."  

8 BY MR. HANKINSON:  

9      Q.  Do you agree that there are no numbers in 

10 paragraph 15?  That's pretty straightforward.  

11      A.  Yes, I agree.  

12          MR. HANKINSON:  Can we mark this as Exhibit N.  

13          (O'Grady Exhibit N was marked for 

14          identification)

15 BY MR. HANKINSON:

16      Q.  Exhibit N is your company's responses and 

17 objections to Meridian's Second Set of Interrogatories.  

18 Do you see that, the title?

19      A.  Yes.  

20      Q.  And you understand that this information was 

21 provided to Meridian in the course of this matter by 

22 your company?
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1      A.  Yes.  

2      Q.  Could you look at page 3 and specifically 

3 interrogatory number 44.  Do you see that on page 3 of 

4 Exhibit N?

5      A.  Yes.

6      Q.  Interrogatory 44 asks, "Identify the date on 

7 which Opposer first sold or offered for sale, whichever 

8 is earlier, products or services under the Illumina 

9 Marks that could be used in a clinical diagnostics lab 

10 of a hospital or reference laboratory."

11          Do you see interrogatory 44 where it says that?  

12      A.  Yes.  

13      Q.  In response, your company, Illumina, noted here 

14 as Opposer, stated "Opposer incorporates its general 

15 objections and its objections to definitions as if fully 

16 set forth herein."

17          "Opposer objects to this interrogatory as vague 

18 in that it is not clear what is meant by 'could be 

19 used.'"

20          Do you see that?  

21      A.  Yes.  

22      Q.  Do you agree with your company's attorneys that 
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1 the phrase "could be used" is vague when applied to 

2 whether products or services under the Illumina Marks 

3 could be used in a clinical diagnostics lab of a 

4 hospital or a reference laboratory?  

5          MR. HORNE:  Argumentative, mischaracterizes the 

6 document.  

7      A.  I'm sorry, can I hear the end of that question 

8 again, please.  

9 BY MR. HANKINSON:

10      Q.  Yes.  

11          Would you mind reading it.  

12          (Question was read.)  

13          MR. HORNE:  Same objections.  

14      A.  The term "could be used" in a clinical 

15 diagnostics lab or hospital or reference laboratory 

16 means something to me.  I don't understand why it's 

17 considered vague.  

18 BY MR. HANKINSON:  

19      Q.  So you disagree with your company's attorneys 

20 on that?

21          MR. HORNE:  Argumentative, lacks foundation, 

22 mischaracterizes the testimony and the document.  
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1      A.  I don't understand why that would be vague.  

2 BY MR. HANKINSON:  

3      Q.  And this occurred, this statement from your 

4 company's attorneys, when Meridian was asking a question 

5 about when Illumina-branded products could be used in 

6 such a setting; and that was their response, that "could 

7 be used" is vague.  You understand that; right?

8          MR. HORNE:  Argumentative, mischaracterizes the 

9 document.  

10 BY MR. HANKINSON:  

11      Q.  That was the context in which this appeared; 

12 right?

13          MR. HORNE:  Same objections.  

14 BY MR. HANKINSON:  

15      Q.  Was Meridian the company that was using the 

16 phrase "could be used" in its interrogatory?

17      A.  I don't know the answer to that question.  

18      Q.  You understand that these are interrogatories 

19 that were asked by Meridian.  You said that earlier; 

20 right?  

21      A.  Yes.  

22      Q.  You see interrogatory number 44 --
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1      A.  Yes.

2      Q.  -- right?  You see the phrase "could be used" 

3 in that interrogatory; right?

4      A.  Yes.

5      Q.  And so the objection by your company's 

6 attorneys was to Meridian --

7      A.  Okay.

8      Q.  -- using the term "could be used" as it applies 

9 to Illumina-branded products in such a setting; right?  

10 You understand that?

11          MR. HORNE:  Argumentative, mischaracterizes the 

12 document.  

13      A.  Yes.  I see what this says, and I understand 

14 now that the interrogatory number 44 is what Meridian 

15 said and the response is what Illumina said.

16 BY MR. HANKINSON:  

17      Q.  And now you are saying that when you, Miss 

18 O'Grady, use the term "could be used" or "can be used" 

19 in the rebuttal declaration that is Exhibit M it's 

20 somehow not vague anymore.  Is that what you're saying?

21          MR. HORNE:  Argumentative, mischaracterizes the 

22 document and her testimony.  
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1      A.  I did not say it was vague.  I said it means 

2 something to me.  

3 BY MR. HANKINSON:  

4      Q.  And so when you use the term "could be used" or 

5 "can be used" in your rebuttal declaration, you're 

6 saying that it means something that is not vague; right?  

7      A.  Yes.  

8      Q.  And that's the opposite of what Illumina's 

9 attorneys said when Meridian used that term; right?

10          MR. HORNE:  Argumentative, lacks foundation, 

11 and -- sorry, mischaracterizes the document.

12      A.  I don't know the full context of how the phrase 

13 "could be used" was discussed with Meridian.

14 BY MR. HANKINSON:  

15      Q.  Well, do you offer opinions in your rebuttal 

16 declaration that is Exhibit M about Illumina-branded 

17 products that could be used or can be used in a clinical 

18 diagnostics setting?

19          MR. HORNE:  Vague.  

20      A.  I don't believe that they are opinions.  

21 Products can be used in a clinical laboratory.  It's 

22 possible.
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1 BY MR. HANKINSON:

2      Q.  So you don't offer an opinion on that in your 

3 rebuttal declaration?

4          MR. HORNE:  Vague.  

5      A.  I'm saying that it is true that our products 

6 can be used in a clinical laboratory.  

7 BY MR. HANKINSON:

8      Q.  And you're saying it's not an opinion.  

9      A.  I don't -- 

10          MR. HORNE:  Vague.  

11      A.  It is technically possible for a laboratory to 

12 use our products in a clinical setting.  It's not an 

13 opinion.  

14 BY MR. HANKINSON:  

15      Q.  Oh, so you're not offering an opinion in your 

16 rebuttal declaration that would help someone determine 

17 from an expert standpoint whether Illumina-branded 

18 products can be used or could be used in a clinical 

19 diagnostics setting.  Rather, you're saying it is 

20 technically possible to use them as such as a matter of 

21 fact.  Do I have that right?

22          MR. HORNE:  Vague, argumentative.  
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1      A.  I don't -- I'm -- I don't agree with applying 

2 in a general sense what I just said to the entire 

3 document.  There --

4 BY MR. HANKINSON:

5      Q.  So when you use the word "can be used" or 

6 "could be used," those words, they mean different things 

7 in different contexts?  

8          MR. HORNE:  Argumentative, mischaracterizes 

9 testimony.  

10      A.  I'm not comfortable generalizing every single 

11 instance of the phrase of that term, sitting here and 

12 not looking at it.  

13 BY MR. HANKINSON:  

14      Q.  Let's go to paragraph 2 of your declaration.  

15 There you disagree with Ken Kozak of Meridian 

16 Bioscience; right?  

17      A.  Yes.

18      Q.  And in paragraph 3 you say, "Illumina's 

19 customers are not limited to research labs"; right?

20      A.  Yes.

21      Q.  Instead, since at least 2007 you say Illumina's 

22 products have been used in clinical diagnostic labs; 
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1 right?

2      A.  Yes.

3      Q.  And you are referring in paragraph 3 to use as 

4 part of laboratory-developed tests; right?

5          MR. HORNE:  Vague.  

6      A.  Not exclusively.  

7 BY MR. HANKINSON:  

8      Q.  Oh, was there one that was used in a clinical 

9 diagnostics laboratory since at least 2007 that was not 

10 part of a laboratory-developed test at that time?

11          MR. HORNE:  Vague.  

12 BY MR. HANKINSON:  

13      Q.  You certainly don't make that assertion 

14 elsewhere in your declaration?

15          MR. HORNE:  Argumentative, mischaracterizes the 

16 declaration, and vague.  

17      A.  From 2007 until today, there are examples of 

18 products being used in a clinical diagnostics lab that 

19 are IVDs as well as LDTs at various times along that 

20 time frame.

21 BY MR. HANKINSON:

22      Q.  Right.  So this is an ambiguous phrase, isn't 
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1 it?  

2          MR. HORNE:  Argumentative.  

3      A.  I do not agree.  

4 BY MR. HANKINSON:  

5      Q.  Well, there are certain times when an 

6 Illumina-branded product was only used in a clinical 

7 diagnostics setting as part of a laboratory-developed 

8 test, and then there are other times since 2007 after 

9 which Illumina-branded products had clearance from FDA; 

10 right?  

11      A.  Yes.  

12      Q.  And those are two distinct ideas; right?

13          MR. HORNE:  Vague.  Argumentative.  

14      A.  The -- an LDT and an IVD are distinct in the 

15 label on the product, and by "label" I mean the intended 

16 use, and -- but the clinical diagnostics lab and the 

17 service they offer both qualify as diagnostics.  

18 BY MR. HANKINSON:

19      Q.  And that's the distinction; right?

20      A.  Yes.  

21      Q.  And the labeling has to do with the regulations 

22 that apply; right?
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1      A.  That's right. 

2      Q.  And so a research use only labeled product 

3 cannot be marketed and sold for the purpose of being 

4 used in clinical diagnostics.  Do I have that correct?

5      A.  Yes.  

6      Q.  Nevertheless, it is your contention in your 

7 rebuttal declaration that there were RUO products, that 

8 although they were not marketed and sold to be used in 

9 clinical diagnostics, were so used under the discretion 

10 of a lab.  Do I have that right?  

11      A.  When you say marketed and sold, in order for a 

12 customer to buy a product they have to be sold.

13      Q.  I'll ask a different question.  

14      A.  Okay.  

15      Q.  Between 2007 and the end of 2009, the products 

16 that you say were Illumina's products in paragraph 3 

17 that have been used in clinical diagnostics labs were 

18 labeled for research use only; correct?

19      A.  Yes.

20      Q.  And those products were used in clinical 

21 diagnostics labs, to the extent that they were, at the 

22 discretion of the lab.  They were not marketed to be 
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1 used as clinical diagnostics tools.  Do I have that 

2 correct?

3      A.  Yes.  

4      Q.  From that premise the selection of Illumina's 

5 RUO-labeled products to be used in clinical diagnostics, 

6 you argue in your rebuttal declaration that even though 

7 Illumina had no IVD products cleared by the FDA, it 

8 nevertheless had some products in labs that did do 

9 clinical diagnostics.  That's the premise of your 

10 argument; right?  

11          MR. HORNE:  The question is argumentative.  

12      A.  Can I -- I apologize.  Can I hear the question 

13 again.

14          MR. HANKINSON:  Uh-huh.  If you would be so 

15 kind.

16          (Question was read) 

17      A.  Yes.  

18 BY MR. HANKINSON:  

19      Q.  And you argue from that premise that there was 

20 awareness in the clinical diagnostics market of 

21 Illumina's branded products, even though none had been 

22 FDA cleared at that time; right?
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1      A.  Yes.

2          MR. HORNE:  Argumentative.

3 BY MR. HANKINSON:

4      Q.  And so your contention in this rebuttal 

5 declaration is that Illumina has had awareness of its 

6 brand in clinical diagnostics labs since 2007 because of 

7 that?

8      A.  Yes.  

9      Q.  And so that's now been about eight years that 

10 Illumina has had some presence in the minds of customers 

11 in clinical diagnostics labs, according to you; right?

12      A.  Yes.  

13      Q.  And over the course of that eight years you 

14 also argue in your rebuttal declaration that Meridian 

15 came later with its IVD-cleared Illumigene product; 

16 right?  

17          Let me ask a different question.  I don't want 

18 to get tied up on that.  

19      A.  Okay.  

20      Q.  You also argue in your rebuttal declaration 

21 that Illumina sent marketing materials to employees of 

22 laboratories that did clinical diagnostics work because 
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1 they were part of an email list that included employees 

2 of labs that did clinical diagnostics work and employees 

3 of labs that did only research and employees of labs 

4 that did a mix, because Illumina had purchased these 

5 email lists and the laboratory employees were not 

6 divvied up between those three buckets.  It was a list, 

7 and Illumina sent its marketing materials to the whole 

8 list.  Do I have that right?

9          MR. HORNE:  Argumentative, mischaracterizes the 

10 document.  

11      A.  I don't -- No.

12 BY MR. HANKINSON:  

13      Q.  You know the list that I'm talking about --

14      A.  Yes.

15      Q.  -- the email list?

16      A.  Uh-huh.  

17      Q.  And actually you say that Illumina used one or 

18 more of -- a group of email lists in your declaration?

19      A.  Yes.  

20      Q.  But you don't say which one?  

21      A.  No.

22      Q.  In your declaration you identify two possible 



5/12/2015 I llumina, Inc. v. Meridian Bioscience, Inc. Naomi O'Grady
Confidential - Pursuant to Protective Order

www.DigitalEvidenceGroup.com Digital Evidence Group C'rt 2015 202-232-0646

Page 43

1 lists; right?

2          MR. HORNE:  Mischaracterizes the document.  

3      A.  Can you show me where you're saying I -- 

4 BY MR. HANKINSON:

5      Q.  You're looking at paragraph 9; right?

6      A.  Yes.

7      Q.  Illumina rents customer lists from one or more 

8 of the aforementioned associations.  

9          Do you see that?  

10      A.  Yes.

11      Q.  Okay.  Aforementioned associations, Association 

12 of Molecular Pathology and College of American 

13 Pathologists in paragraph 8.  Right?  

14      A.  Yes.  

15      Q.  So there is two?

16      A.  You're asking me if I point out two in this 

17 document?  

18      Q.  You point out two possible sources of this 

19 email list.  

20      A.  Yes.

21      Q.  And then you said one or more of them were used 

22 by Illumina?  
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1      A.  Yes.  

2      Q.  And getting back to my question, the list that 

3 Illumina rented happened to include employees of 

4 laboratories that just did research and employees of 

5 laboratories that did clinical diagnostics, employees of 

6 laboratories that did both, and they weren't 

7 differentiated on the email list.  Is that what you're 

8 saying?  

9      A.  No.  

10      Q.  So they were differentiated?

11      A.  My disagreement is not about the separation 

12 about research and clinical use.  My disagreement is 

13 about the differentiation of infectious disease and 

14 genetic testing.  

15      Q.  I didn't ask any questions about that.  

16      A.  I -- I'm -- the differentiation that you're 

17 stating is not true.  

18      Q.  So the email list is differentiated between 

19 employees of labs that do only research, employees of 

20 labs that do clinical diagnostics, and employees of 

21 laboratories that may do both?  

22          MR. HORNE:  Mischaracterizes the document or 
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1 declaration.  

2      A.  I don't know.  

3 BY MR. HANKINSON:

4      Q.  Did you have any responsibility for sending out 

5 the emails?

6      A.  I was involved in it, yes.  

7      Q.  And you don't know?  

8      A.  The options for inclusion did not segregate in 

9 the way that you described it between research or 

10 clinical or somewhere in between.  It was not segregated 

11 in that way.  It was not an option.

12      Q.  So why didn't you just tell me that.  

13      A.  Because I didn't understand what you were 

14 asking me.  

15      Q.  There is no distinction made on that email list 

16 between those three categories?

17      A.  No.

18      Q.  The answer is "yes"?

19      A.  I'm sorry?  

20          MR. HORNE:  Vague.  

21      A.  There is no distinction in the email list 

22 between research and clinical.
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1 BY MR. HANKINSON:

2      Q.  And that's why Illumina's marketing materials 

3 went to a group of laboratory employees that included 

4 some who did clinical diagnostics?

5      A.  No.  

6      Q.  So Illumina was purposely sending emails to 

7 employees of laboratories that did clinical diagnostics; 

8 that's what you contend?

9      A.  Yes.  

10      Q.  And that was to put a presence in their mind of 

11 Illumina as a brand.  That's your contention; right?  

12      A.  Yes.  

13      Q.  And you are arguing in this rebuttal 

14 declaration that that was successful in that the market 

15 of the clinical diagnostics field had awareness of 

16 Illumina's brand and products, even prior to the 

17 clearance of IVD products by the FDA.  

18          Is that your contention?  

19      A.  Yes.

20      Q.  And that had been going on for many years as 

21 well.  We talked about eight years before.  This email 

22 list thing had been going on for how many years?  You 
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1 don't say in your declaration, but how many?

2      A.  I don't know.

3      Q.  So this could have been instituted at some 

4 different time than 2007?

5      A.  We marketed at the Association for Molecular 

6 Pathology in 2011 -- I'm sorry -- 2007 and -- 

7      Q.  You're referring to a trade show?

8      A.  A trade show or a conference.

9      Q.  Could you please answer my question as to the 

10 emails.  

11          MR. HORNE:  I think she's trying.

12          MR. HANKINSON:  No, she's not.

13          MR. HORNE:  She is.  Let her answer.  

14      A.  Exhibiting at those shows includes an email to 

15 the participants in the meeting or a direct mail, and we 

16 participated in that.  

17 BY MR. HANKINSON:  

18      Q.  Do you -- Is that the same thing as these email 

19 lists that we're talking about?

20      A.  It is an example of.

21      Q.  Is it an example that you identified in your 

22 declaration?
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1      A.  Not specifically.

2      Q.  Right, because Illumina didn't send the email 

3 that you're talking about; right?

4          MR. HORNE:  Argumentative, lacks foundation.  

5      A.  I don't understand.

6 BY MR. HANKINSON:  

7      Q.  The email that goes along with the trade show 

8 participation, Illumina doesn't send that email, does 

9 it?  You're talking about an email sent by the 

10 organization that's putting on the trade show; right?  

11      A.  So as part of a participation in a trade show, 

12 a -- including AMP and CAP, a direct mail is sent by 

13 Illumina from a mail house.  The list of participants is 

14 provided by the conference provider.

15      Q.  Mail or email?

16      A.  Hard mail.  

17      Q.  Okay.  So I was asking you about an email list.  

18 Right?

19      A.  Uh-huh.

20      Q.  And you did not answer my question.  

21      A.  Okay.  I'm sorry.  Can you state it again.

22      Q.  Okay.  When did Illumina's use --
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1      A.  Uh-huh.

2      Q.  -- of the email marketing that you describe in 

3 your rebuttal declaration --

4      A.  Yes.

5      Q.  -- begin?

6          MR. HORNE:  Argumentative, mischaracterizes the 

7 declaration.  

8      A.  I don't know the exact origin of our first 

9 email campaign.  I don't know the first email campaign, 

10 when that happened.  

11 BY MR. HANKINSON:  

12      Q.  What is the first email campaign of Illumina 

13 that was sent to a list that included employees of 

14 laboratories that may have done clinical diagnostics, 

15 that you were aware of?

16          MR. HORNE:  Talking about email?

17      A.  Email?  

18 BY MR. HANKINSON:  

19      Q.  I'm talking about the question I asked.  

20      A.  So I was involved with email for a 

21 campaign -- I don't remember the exact date.  I'm sorry.  

22      Q.  It's not in your declaration; right?
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1      A.  No.  

2      Q.  In your rebuttal declaration when are you 

3 saying that employees of laboratories that may have done 

4 clinical diagnostics were aware of Illumina's branded 

5 products?  What point in time?  

6          MR. HORNE:  Vague.  

7      A.  We're saying that -- I'm saying that in 2007 

8 Illumina was building awareness of our products in a 

9 clinical lab setting.

10 BY MR. HANKINSON:

11      Q.  When was that awareness built?

12          MR. HORNE:  Vague.  

13 BY MR. HANKINSON:  

14      Q.  I agree it's vague, actually.  What are you 

15 talking about?  

16      A.  I -- 

17          MR. HORNE:  Vague.  

18      A.  I'm trying to answer your question.

19 BY MR. HORNE:  

20      Q.  In 2007 Illumina was building a presence in the 

21 clinical diagnostics market, is what your answer was; 

22 and then I said, "well, when was that presence built"; 
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1 and you said "I don't understand," and your counsel 

2 objected that it was vague.  

3          So what are you talking about?  

4          MR. HORNE:  If you can understand that 

5 question.  

6      A.  We -- Illumina exhibited at the Association for 

7 Molecular Pathology in 2007 with the BeadXpress Reader.  

8 That was my first participation in that meeting with 

9 Illumina.  I -- No, I was not with Illumina at that 

10 time.  I started just -- No, I'm sorry.  

11          Association for Molecular Pathology usually 

12 happens in the fall, in November; and I started at 

13 Illumina in October, and I -- my first participation in 

14 that meeting with Illumina was in 2007 where we 

15 exhibited the BeadXpress.

16          MR. HORNE:  Take a break in a minute?  

17          MR. HANKINSON:  Sure.

18      Q.  And so I asked when the awareness in customers 

19 within labs that may do clinical diagnostics had been 

20 built, and you said your first participation in a CAP 

21 meeting with Illumina was in November of 2007.  Is that 

22 an answer to my question?  
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1      A.  I said AMP, Association of Molecular Pathology, 

2 not CAP.  

3      Q.  Pardon? 

4      A.  I -- I'm not actually sure I answered your 

5 question, because you said "had been built," and I said 

6 the first time I was there.

7      Q.  I agree.  

8      A.  So are you asking me about some critical mass?  

9      Q.  Well, you said Illumina was building a presence 

10 in the market at that time.  

11      A.  Yes.  

12      Q.  Okay.  So that doesn't give me a date or even a 

13 year on which there was awareness in the market.  Do you 

14 agree with me?

15          MR. HORNE:  Argumentative.  

16      A.  Yes.  

17 BY MR. HANKINSON:  

18      Q.  And so then my question was when was there an 

19 awareness in that market of Illumina-branded products.  

20          MR. HORNE:  Vague.  

21 BY MR. HANKINSON:  

22      Q.  Is your answer "I don't know," or is it a date?  
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1          MR. HORNE:  Vague.  

2      A.  I don't have a specific date.  

3 BY MR. HANKINSON:  

4      Q.  And there is none in your declaration; correct?

5      A.  In my declaration I talk about when we 

6 initiated marketing activities.

7      Q.  Which you agree does not give me a date of when 

8 an awareness in the market actually existed?

9          MR. HORNE:  Vague, argumentative, 

10 mischaracterizes testimony.  

11          Go ahead.  

12      A.  I do not -- Yes, I agree.  

13          MR. HANKINSON:  You want to take a break?  

14          MR. HORNE:  Yep.  

15          (Recess was taken from 9:38 until 9:54 a.m.)

16 BY MR. HANKINSON:  

17      Q.  Welcome back.  

18      A.  Thank you.

19      Q.  You understand you're still under oath?

20      A.  Yes.  

21      Q.  In any event, you contend that Illumina had 

22 started to build brand awareness in the market of 
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1 clinical diagnostics as of the year 2007 with the 

2 BeadXpress; right?

3      A.  Yes.

4      Q.  And that at least for the last five years 

5 Illumina and Meridian have both had FDA cleared IVD 

6 products in the clinical diagnostics market?

7      A.  Yes.

8      Q.  And they've both been marketing within that 

9 market during that time; right?  

10      A.  Yes.

11      Q.  Do you think Illumina has been successful in 

12 building an awareness of Illumina and Illumina-branded 

13 products in the clinical diagnostics market in that 

14 time?

15      A.  Yes.

16      Q.  Do you understand that one of the issues in a 

17 case like this one is whether the relevant consumers 

18 will be likely to confuse the source of products based 

19 on the brand names being too similar?

20      A.  Yes.

21      Q.  And do you understand that where brand names 

22 have actually been in the relevant market for a period 
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1 of time, one thing that you might look at, being 

2 somebody with a science background, is whether the 

3 relevant consumers or any of them have actually been 

4 measurably confused as to the source of products because 

5 of the similarity of the brand names.  Does that make 

6 sense?

7      A.  Yes.

8      Q.  That that would be one thing that would be 

9 relevant, at least?

10          MR. HORNE:  Calls for legal conclusion.  

11          You may answer.  

12      A.  Yes, that might be relevant.  

13 BY MR. HANKINSON:  

14      Q.  And it would actually be the only type of 

15 evidence in a case like this that answers the question 

16 "do consumers confuse the source of products based on 

17 these two brand names or four brand names being in the 

18 same market together for a period of years."  Right?

19          MR. HORNE:  Argumentative, calls for a legal 

20 conclusion.  

21      A.  I don't know whether or not that's the only 

22 relevant -- 
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1 BY MR. HANKINSON:  

2      Q.  It would be a measurable piece of evidence, at 

3 least, as opposed to predicting like a hypothesis that 

4 something is likely to confuse.  It would be measuring 

5 whether anyone in the market has registered confusion.  

6          MR. HORNE:  Argumentative, calls for legal 

7 conclusion.

8 BY MR. HANKINSON:  

9      Q.  Right?  

10          MR. HORNE:  Sorry.  

11      A.  I'm sorry, can you please restate your 

12 question.

13          MR. HANKINSON:  Sure.  Would you mind 

14 repeating.  Thank you.  

15          (Question was read)

16          MR. HORNE:  Lacks foundation too.  

17      A.  That could be one way of understanding if there 

18 is confusion.  

19 BY MR. HANKINSON:  

20      Q.  The initial declaration that you submitted in 

21 this case and your rebuttal declaration do not identify 

22 any actual instances where a relevant consumer reported 
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1 being confused between the sources of the products that 

2 are branded with the trademarks that are at issue in 

3 this case; right?

4      A.  That's true.  

5          MR. HANKINSON:  I want to mark this as Exhibit 

6 O.  

7          (O'Grady Exhibit O was marked for 

8          identification)

9 BY MR. HANKINSON:  

10      Q.  Exhibit O is your company, Illumina's, 

11 Supplemental Responses and Objections to Applicant's, 

12 Meridian's, First Set of Interrogatories to Illumina, 

13 your company; right?

14      A.  Yes.  

15      Q.  And if you could turn to page 4.  Look at 

16 interrogatory number 30.  This interrogatory asks 

17 "identify and describe each instance of confusion, 

18 mistake, or deception of any kind between Opposer's 

19 Illumina Marks and Applicant's Illumipro Marks and 

20 identify each person with knowledge of each instance."

21          Do you see that question?  

22      A.  Yes.
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1      Q.  I'd like you to look at the supplemental 

2 response and objections about midway down the page.  Are 

3 you with me?  

4      A.  Right here?  Oh, no.  Down here.

5      Q.  It says -- this is Illumina's response -- 

6 "Subject to and without waiving its objections, Opposer 

7 answers that it has not yet documented any instances of 

8 confusion between Opposer's Illumina Marks and 

9 Applicant's Illumipro Marks by consumers of the parties' 

10 goods and services."

11          Did I read that right?  

12      A.  Yes.

13      Q.  So in response to that question, Illumina did 

14 not identify any instance of confusion between those 

15 marks; correct?

16      A.  Yes.  That's correct.  

17          MR. HANKINSON:  I'm going to mark this as 

18 Exhibit P.  

19          (O'Grady Exhibit P was marked for 

20          identification)

21 BY MR. HANKINSON:  

22      Q.  And, first, if you can look at Exhibit O and 
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1 flip to where it has a date on it near the back, page 4.  

2      A.  Okay.

3      Q.  This response was given as of June 10th, 2013; 

4 right?

5      A.  Yes.

6      Q.  So about three years after Illumina actually 

7 had FDA-cleared IVD product in the market; right?

8      A.  Yes.

9      Q.  And then if you could look at Exhibit P that 

10 I'm handing you now, let's flip and get a date on that 

11 one.  It would be near the back, page 17.  Do you see 

12 the date at the bottom?  

13      A.  Yes.  

14      Q.  So on February 3rd, 2014, Illumina provided 

15 these additional supplemental responses and objections 

16 to applicant's first set of interrogatories to Opposer 

17 that is now Exhibit P; right?

18      A.  Yes.

19      Q.  And in the prior supplemental responses it was 

20 interrogatory 30 that we were looking at.  If you would 

21 please flip through -- the interrogatories go in number 

22 along with the responses and supplemental responses -- 
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1 and get to where it skips from Interrogatory Number 22 

2 to Interrogatory number 32 on pages 12 to 13.  

3      A.  On Exhibit P?  

4      Q.  On Exhibit P, yeah.  

5      A.  I'm sorry, which numbers did you say?  

6      Q.  Flip through and just look at the 

7 interrogatories being numbered in order.  You see how 

8 they go through in order?

9      A.  Yeah.  

10      Q.  And then when you get to 12 to 13 -- page 12 to 

11 13 --

12      A.  Okay.  

13      Q.  -- do you see that it skips from Interrogatory 

14 22 to Interrogatory 32?

15      A.  Yes.

16      Q.  And then as you flip through the rest of it, 

17 you'll see they go up in number from there as well.  

18      A.  Not every single number but it's increasing.  

19      Q.  Right.  It skips, right, but they always get 

20 bigger?

21      A.  Yeah.  

22      Q.  So on February 3rd, 2014, Illumina gave some 
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1 supplemental responses and objections, but it didn't 

2 give any additional information in response to 

3 Interrogatory 30.  It skips from 22 to 32; right?

4      A.  Yes.

5      Q.  So there is no additional information about 

6 instances of actual confusion in response to 

7 Interrogatory 30 in Exhibit P.  

8          MR. HORNE:  Lacks foundation, argumentative.  

9      A.  I haven't read this document.  I don't know if 

10 there is something else in here that applies to this.  I 

11 don't fully understand how they work.

12 BY MR. HANKINSON:

13      Q.  Sure.  But not in response to Interrogatory 30.  

14      A.  There is no --

15          MR. HORNE:  Same objections.  

16 BY MR. HANKINSON:

17      Q.  There is no supplemental response to 

18 Interrogatory 30?

19      A.  Yes.  That does not appear to be in this 

20 document.  

21      Q.  You understand that if someone in the relevant 

22 market had actually been confused about the source of 
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1 the products that are branded with the trademarks at 

2 issue in this case that that would be good evidence for 

3 your company, Illumina, right, because it would show 

4 actual confusion?  

5      A.  Yes.  

6      Q.  So your company would have every interest in 

7 the world if they had documents or knowledge of 

8 instances of actual confusion to actually identify them 

9 in this case so that they could use them before the 

10 trademark board; right?  

11      A.  I'm sorry, I don't understand the question that 

12 you're asking me.  What are you asking me?  

13      Q.  Illumina would have an interest in identifying 

14 instances of actual confusion; right?

15      A.  Yes.

16      Q.  Now, I'm going to talk to Dr. Stephen Young on 

17 Friday.  

18      A.  Uh-huh.  

19      Q.  Are you familiar with who that is?  

20      A.  Yes.  

21      Q.  And who is he?

22      A.  He is a scientific director at TriCore 
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1 Reference Laboratories.

2      Q.  What is TriCore Reference Laboratories?

3      A.  They are a reference laboratory that does 

4 diagnostic testing.

5      Q.  Would TriCore Laboratories be a consumer within 

6 the relevant market for this case?  

7          MR. HORNE:  Lacks foundation, calls for legal 

8 conclusion.  

9      A.  TriCore is an example of a customer that we 

10 attempt to sell products to at Illumina.

11 BY MR. HANKINSON:  

12      Q.  A potential customer?

13      A.  Yes.

14      Q.  And is TriCore also a potential customer of 

15 Illumigene and Illumipro-branded products from Meridian?

16      A.  I would assume, yes.  

17      Q.  When I ask him on Friday, if I do so, would you 

18 expect that Dr. Young will tell me that he thinks the 

19 people responsible for purchasing products in his 

20 laboratory are likely to be confused as to the source of 

21 products, based on products being branded Illumina or 

22 IlluminaDX on the one hand, and products being branded 
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1 Illumigene and Illumipro, on the other hand?  

2      A.  I don't think you asked me a question.  

3          MR. HORNE:  Yeah, I was wondering.

4          MR. HANKINSON:  Could you read it back, please.  

5          (Question was read.)

6          MR. HORNE:  Lacks foundation, calls for 

7 speculation.  

8      A.  I don't know.  

9 BY MR. HANKINSON:  

10      Q.  You don't have an expectation one way or the 

11 other as to how Dr. Young would answer that question; is 

12 that accurate?

13      A.  Yes.  

14      Q.  If you could turn to paragraph 31 of your 

15 rebuttal declaration, Exhibit M.  In addition to 

16 Dr. Young you identify -- 

17      A.  I'm sorry, what did you say?  Paragraph 31?  

18      Q.  Paragraph 31.  In addition to Dr. Young, you 

19 identified four other lab directors?

20      A.  Uh-huh, yes.

21      Q.  And do you also not have an expectation one way 

22 or the other as to how each of those four lab directors 
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1 would answer that question?  

2          MR. HORNE:  Lacks foundation, calls for 

3 speculation.  

4      A.  I don't know what they would say.  

5 BY MR. HANKINSON:  

6      Q.  And what about all the other lab directors in 

7 the relevant market?  Do you have an expectation as to 

8 how any of them would answer that question one way or 

9 the other?

10          MR. HORNE:  Same objections, compound.  

11      A.  I -- yes.  

12 BY MR. HANKINSON:  

13      Q.  Would it surprise you if Dr. Young told me that 

14 the people responsible for purchasing products at his 

15 lab would definitely not be likely to confuse the source 

16 of products branded Illumina and IlluminaDX on the one 

17 hand, and Illumigene and Illumipro, on the other hand?

18      A.  Yes.  

19      Q.  It would surprise you?

20      A.  When you asked me that question, I believe you 

21 said would it surprise me if they would definitely not 

22 be confused.
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1      Q.  Yes.  

2      A.  Yes, that would surprise me.  

3      Q.  Would it surprise you if he told me that such 

4 employees of the lab would not be likely to be confused?  

5      A.  Yes, that would surprise me.  

6      Q.  Do you know who is responsible for making 

7 purchasing decisions for products used to perform 

8 clinical diagnostics in Dr. Young's laboratory?

9      A.  Are you asking me -- 

10          MR. HORNE:  Go ahead.  Vague.  

11      A.  Are you asking me for a precise name of a 

12 person?  

13 BY MR. HANKINSON:  

14      Q.  Do you know who it is?  

15      A.  No.  

16      Q.  Do you know what the person or people's 

17 positions are at the lab?

18      A.  I think that -- I don't understand your 

19 question.  

20      Q.  Do you know the positions of the people or the 

21 position of the person who is responsible for making 

22 purchasing decisions at Dr. Young's laboratory for 
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1 products for use in clinical diagnostics?

2      A.  I know some of the people involved with 

3 purchasing decisions, not all of the people involved.  

4      Q.  Do you mean personally or their positions?  

5      A.  I know of their names and positions.

6      Q.  But there may be other people also sharing 

7 responsibility for such purchases that you don't know?

8      A.  Yes.

9      Q.  And you don't know what you don't know?  You're 

10 not sure how many there are or what their positions 

11 would be or even if there are additional people?  

12      A.  I know of the people that are the key 

13 decision-makers in the purchasing decision.  I do not 

14 know of lower level people that may be involved.  

15      Q.  And what are the positions of the people that 

16 you are saying are the key decision-makers?  

17      A.  Steve Young is an example of a key 

18 decision-maker.  

19      Q.  He's the lab director?

20      A.  Laboratory director.  There is another 

21 individual that we've been in contact with that is a 

22 cytogenetics lead.  His name is Dr. Hozier.
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1      Q.  Is your answer complete?

2      A.  Yes.  

3      Q.  So those are the people, Dr. Young, himself, 

4 and Dr. Hozier, cytogenetics lead, who you are thinking 

5 about when you say you would be surprised if Dr. Young 

6 told me that he and Dr. Hozier were not likely to be 

7 confused between the sources of the products branded 

8 that are at issue in this case?

9          MR. HORNE:  Mischaracterizes testimony.  

10      A.  No.  

11 BY MR. HANKINSON:

12      Q.  So who are the people you were talking about?

13      A.  Individuals placing orders for products.

14      Q.  What are those individuals' positions?

15      A.  I don't know.  

16      Q.  Do you know if those people are medical or 

17 research personnel, as opposed to people who are in a 

18 purchasing function at the lab or an administrative 

19 function?

20      A.  I do not know.

21      Q.  It could be either?

22      A.  Could be either.  
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1      Q.  So you don't know who the people that are 

2 making the purchasing decisions that you think are 

3 likely to be confused, and yet you do think that they 

4 are likely to be confused?  

5          MR. HORNE:  Vague, mischaracterizes testimony.  

6      A.  Can you restate the question?  

7          MR. HANKINSON:  Uh-huh.  Would you mind?  Thank 

8 you.  

9          (Question was read)

10      A.  The -- the part of that that is causing me 

11 pause is the purchasing decision.  Individuals that are 

12 placing the order may or may not be involved with the 

13 decision itself.  They may be following directions and 

14 placing an order.  

15 BY MR. HANKINSON:  

16      Q.  I'm having trouble following your line of 

17 logic.  

18          MR. HORNE:  Argumentative.  

19 BY MR. HANKINSON:

20      Q.  I asked you if you would be surprised that 

21 Dr. Young -- I asked you if you would be surprised if 

22 Dr. Young told me that the people at his lab responsible 
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1 for purchasing decisions were not likely to be confused, 

2 and you said that would surprise you.

3      A.  Uh-huh.  

4      Q.  And then I asked you who the people responsible 

5 for purchasing decisions were, if you knew who they 

6 were.  

7      A.  Uh-huh.

8      Q.  And you said you knew two key decision-makers, 

9 Dr. Young, himself, and Dr. Hozier; right?

10      A.  Uh-huh.

11      Q.  And then you said -- and then I asked you if 

12 those were the people you were talking about that you 

13 thought Dr. Young would say were likely to be confused, 

14 and you said no.  And then you said that there are other 

15 individuals placing orders for products; and then you 

16 said that you don't know what positions they are, 

17 whether they are administrative or medical or research, 

18 even.  

19          And then I said is that who you were talking 

20 about, and you said no.  

21          MR. HORNE:  Argumentative, object to the extent 

22 it mischaracterizes testimony.  
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1      A.  I'm sorry, I didn't understand the last part of 

2 what you said.

3 BY MR. HANKINSON:  

4      Q.  You said there were people placing orders for 

5 products.  

6      A.  Yeah.  

7      Q.  Is that who you were saying you thought 

8 Dr. Young would find to be likely to be confused?  

9      A.  I -- when I answered your question about would 

10 I be surprised if someone would -- if there was no 

11 opportunity for confusion, would I be surprised by that.  

12 Yes, I would be surprised by that.

13      Q.  Then I followed up and asked about likelihood 

14 of confusion.  

15      A.  Yeah.  

16      Q.  And you still said you'd be surprised?  

17      A.  Yes.  I do think there is opportunity for 

18 confusion.

19      Q.  That doesn't answer the question.  

20          MR. HORNE:  Argumentative.  

21      A.  I'm sorry, what is the question?  

22 ////////
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1 BY MR. HANKINSON:

2      Q.  So I asked you if it would surprise you if 

3 Dr. Young told me that the people at his lab --

4      A.  Uh-huh.

5      Q.  -- responsible for making purchasing decisions 

6 would not be likely to be confused with the source of 

7 the products whose brands are at issue in this case; and 

8 you said yeah, that would surprise you.  

9          And I said, well, do you know who the people 

10 responsible in his lab are.  Are you with me so far?  

11      A.  Yes.

12      Q.  And then you identified the two key 

13 decision-makers, Dr. Young, himself, and Dr. Hozier.  

14      A.  Uh-huh.  

15      Q.  I asked are those the people you're talking 

16 about, but you think -- and you said no.  

17      A.  Uh-huh.

18      Q.  So the key decision-makers at Dr. Young's lab, 

19 it would not surprise you to find that they don't think 

20 they are likely to be confused between the sources of 

21 the products at issue?

22          MR. HORNE:  Argumentative, mischaracterizes the 
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1 testimony.  

2 BY MR. HANKINSON:  

3      Q.  It was somebody else?

4      A.  I'm having a hard time following the double 

5 negatives.  Can you please restate it.  

6      Q.  You've been answering my questions.  

7      A.  The last question that you just asked me there 

8 were a few double negatives.  I'm having a hard time 

9 following.

10      Q.  So just the last question?  

11      A.  Just the last question.

12      Q.  So we were on the same page up until the last 

13 question?

14      A.  Yes.

15      Q.  So as to the key decision-makers, Dr. Young and 

16 Dr. Hozier --

17      A.  Yes.

18      Q.  -- you don't think that Dr. Young will tell me 

19 that he and Dr. Hozier are likely to be confused as to 

20 the sources of the products whose brands are at issue in 

21 this case?

22          MR. HORNE:  Mischaracterizes testimony.  
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1      A.  I don't know whether or not they are -- those 

2 individuals are likely to be confused.  

3 BY MR. HANKINSON:  

4      Q.  They might be?

5      A.  They might be.  

6      Q.  Or they might not be?

7      A.  They might not be.  

8      Q.  So neither answer would surprise you as to 

9 them?

10      A.  No.

11      Q.  And then you said it would surprise you as to 

12 people responsible for purchasing decisions at his lab.  

13          Do you want to retract that answer, or is there 

14 somebody you have in mind?  

15      A.  Dr. Young, to my knowledge, is heavily involved 

16 with decision-making in executing the laboratory, and I 

17 presume he is not placing orders himself.  I would be 

18 surprised if other individuals involved supporting him 

19 would have no opportunity for confusion.

20      Q.  And that's all you're saying?

21      A.  That's all I'm saying.  

22      Q.  Would you say the same for the other four labs 
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1 and lab directors in paragraph 31 of your declaration?

2      A.  I wouldn't generalize for every laboratory.

3      Q.  So if someone was going to prove that the 

4 brands at issue in this case were likely to cause 

5 confusion between the sources of the products, you don't 

6 think that the person trying to prove that could 

7 generalize between the various labs in the market?

8          MR. HORNE:  Vague, compound, argumentative, 

9 mischaracterizes testimony.

10 BY MR. HANKINSON:

11      Q.  Would it be different in each lab?

12          MR. HORNE:  Calls for legal conclusion.

13 BY MR. HANKINSON:  

14      Q.  Call for different facts?  

15      A.  I believe the level or relative exposure to 

16 these products plays a role in opportunity for 

17 confusion, how long they've been involved with the 

18 product.

19      Q.  You think that confusion would be more likely 

20 to arise early in someone's exposure to the brands at 

21 issue and less likely to arise once they've had more 

22 exposure to the brands at issue?
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1      A.  In general, confusion is something I think 

2 people seek to resolve.

3      Q.  So that later in time as more exposure to the 

4 brands at issue has been experienced by the relevant 

5 decision-makers, you think it's less and less likely 

6 that there would be confusion in the marketplace because 

7 people tend to resolve that confusion if there is some 

8 over time?

9          MR. HORNE:  Vague, incomplete hypothetical.  

10      A.  No.  I don't agree with what you said.

11 BY MR. HANKINSON:  

12      Q.  So your answer, the pithy one about you think 

13 people tend to resolve confusion over time, didn't 

14 answer my question, because I was asking about specific 

15 consumers in a specific market.  

16      A.  Okay.  

17          MR. HORNE:  Argumentative.  

18 BY MR. HANKINSON:

19      Q.  So do you think that there would be -- it would 

20 become less and less likely over time as the consumers 

21 in the relevant market are more and more exposed to the 

22 brands at issue that they would be confused?  
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1          MR. HORNE:  Vague, incomplete hypothetical.  

2      A.  I don't know.

3 BY MR. HANKINSON:  

4      Q.  And anything in your rebuttal declaration or 

5 initial declaration that someone might interpret to be 

6 giving an opinion on whether consumers in the relevant 

7 market would be likely to be confused or not likely to 

8 be confused should not be interpreted in that way 

9 because you do not have such an opinion; right?

10          MR. HORNE:  Vague, compound, mischaracterizes 

11 testimony.  

12      A.  I don't understand what you're saying to 

13 generalize it to everything I've ever said before.  

14 BY MR. HANKINSON:  

15      Q.  You are telling me that you cannot generalize 

16 the answers of whether you think that the 

17 decision-makers at laboratories would be confused, even 

18 across five laboratories that you specifically listed in 

19 paragraph 31?

20      A.  Uh-huh.

21      Q.  They each have to be taken individually; right?

22          MR. HORNE:  Mischaracterizes testimony.  
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1      A.  I do not think the amount of confusion that may 

2 be experienced by the five labs listed here could be 

3 generalized to the entire market.  

4 BY MR. HANKINSON:  

5      Q.  Why?

6      A.  Because these individuals represent people that 

7 we have -- actually I don't want to generalize all of 

8 them, because the place where they are in their buyer's 

9 journey is relevant to the level of confusion.

10      Q.  What's the end of their buyer's journey?

11      A.  Ideally there should be no end.  We continue to 

12 sell products and build upon it.  

13      Q.  So the end, if there is one, ideally would be a 

14 continuing relationship where additional purchases are 

15 made over time?

16      A.  No.  

17      Q.  And prior to that there -- on any buyer's 

18 journey would be the first time that that buyer 

19 purchases a product from Illumina?

20      A.  I'm sorry, could you restate that?  

21      Q.  Prior to that ideal relationship, there would 

22 have to be in each buyer's journey a time when that 
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1 buyer purchases their first Illumina product.  

2      A.  Yes.  

3      Q.  What's the stage on the buyer's journey that 

4 immediately precedes that first sale?

5      A.  Negotiation.

6      Q.  Is there a typical amount of time that a buyer 

7 takes in the negotiation stage of the buyer's journey, 

8 or does it vary across the board?

9      A.  It varies.

10      Q.  What's the stage in the buyer's journey that 

11 immediately precedes negotiation?

12      A.  Decision-making or choosing a solution.

13      Q.  And is there a set amount of time that that 

14 typically takes in clinical diagnostics, or does it vary 

15 across the board?

16      A.  It's variable.

17      Q.  What stage in the buyer's journey in the field 

18 of clinical diagnostics immediately precedes 

19 decision-making or choosing a solution?

20      A.  I wouldn't necessarily generalize the term 

21 "buyer's journey" to the field of diagnostics.  

22      Q.  It encompasses both the field of diagnostics 
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1 and other fields?

2      A.  The term "buyer's journey" is a marketing 

3 strategy that we use at Illumina.

4      Q.  And you believe that in the field of clinical 

5 diagnostics the place where the consumer is on the 

6 buyer's journey is relevant to the level of confusion, 

7 in your opinion?

8      A.  Yes.

9      Q.  And so what immediately precedes the phase of 

10 the buyer's journey that you call decision-making or 

11 choosing a solution?

12      A.  Considering alternatives.  

13      Q.  Does that have a typical amount of time that it 

14 takes, or does it vary across the board?  

15      A.  It's variable.  

16      Q.  What's the phase that immediately precedes 

17 considering alternatives on the buyer's journey?

18      A.  A proposed solution.

19      Q.  Does that have a typical amount of time that it 

20 takes, or does it vary?

21      A.  Variable.

22      Q.  What phase of the buyer's journey immediately 
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1 precedes a proposed solution?

2      A.  Understanding a problem.

3      Q.  Does that have a typical amount of time that it 

4 takes, or does it vary?

5      A.  It's variable.

6      Q.  Is there a phase preceding understanding a 

7 problem?

8      A.  Awareness of a need.

9      Q.  Is there a phase before that?  

10      A.  I don't think so.  

11      Q.  And in saying -- you said that the place where 

12 a customer is on their buyer's journey is relevant to 

13 the level of confusion.  I got that right; right?

14      A.  Yes.

15      Q.  And you said that people tend to resolve 

16 confusion over time?

17      A.  Yes.

18      Q.  And so I'm assuming that when you say that the 

19 place where they are in their buyer's journey is 

20 relevant as they go through the course of their buyer's 

21 journey they become less likely to be confused.  Do I 

22 have that right?
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1      A.  Yes.

2      Q.  So if I were to draw a graph of it where the Y 

3 axis is the likelihood of the customer being confused 

4 and the X axis is stages of the buyer's journey, the 

5 likelihood of confusion, in your opinion, would start 

6 somewhere up on the Y axis and then it would be a 

7 diagonal line going down toward the X axis along the 

8 way?

9          MR. HORNE:  Vague, incomplete hypothetical.  

10      A.  I'm having a hard time following you.  I'm 

11 having a hard time following what you said.  

12 BY MR. HANKINSON:  

13      Q.  What's the shortest amount of time in your 

14 opinion that a customer in the clinical diagnostics 

15 field has gone through the buyer's journey?

16      A.  I don't know.  

17      Q.  What's the longest amount of time in your 

18 experience?

19      A.  I don't know.  

20      Q.  Are there different personnel at a customer in 

21 the field of molecular diagnostics who would be involved 

22 in different stages of the buyer's journey?
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1      A.  It's possible, yes.

2      Q.  When is someone from Illumina first involved in 

3 the customer's buyer journey?  At what phase?

4      A.  The -- all of them.

5      Q.  So what type of position of personnel from 

6 Illumina is involved in the buyer's journey phase 

7 awareness of a need?

8      A.  It could be -- it could be anyone.

9      Q.  Is your answer going to be the same for who 

10 from Illumina is involved in the buyer's journey as to 

11 all the different phases, or does it get more specific?

12      A.  A customer could enter any stage of the buyer's 

13 journey through an interaction with a new sort of person 

14 at Illumina.

15      Q.  Not the janitor, I assume?

16      A.  No.  I would assume not the janitor.

17      Q.  Typically someone who is in marketing or 

18 research and development or comes into contact with them 

19 through a trade show or some sort of marketing piece; 

20 right?

21      A.  Or sales or field support.

22      Q.  And from the point that an Illumina person in 
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1 marketing, sales field support or somebody who comes in 

2 contact with the customer through a trade show or some 

3 sort of marketing activity becomes involved, the 

4 Illumina personnel will help the buyer through their 

5 buyer's journey; right?

6      A.  Yes.  

7      Q.  And if the customer is confused as to the 

8 source of a branded product, the Illumina people 

9 involved in helping them through the buyer's journey 

10 would explain to them the source of that product; right?

11      A.  If a customer expressed confusion, you would 

12 seek to correct it.  

13      Q.  And if a customer asked the Illumina personnel 

14 that are helping them through their buyer's journey to 

15 provide a product that Illumina doesn't make, that some 

16 other company made, then the Illumina personnel would 

17 explain that to them and clear up that confusion; 

18 correct?

19      A.  I would assume that to be true.  

20      Q.  At some point before the actual sale; right?

21      A.  If the individuals involved with placing the 

22 order have communicated with an Illumina person, 
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1 then -- and shared confusion, I would expect them to 

2 clear it up.  

3      Q.  And if the personnel involved in helping 

4 consumers in the field of molecular diagnostics through 

5 their buyer's journey were aware of the consumer 

6 mistakenly believing that the Illumigene product or the 

7 Illumipro product came from Illumina, would you expect 

8 those Illumina personnel to tell their supervisors that 

9 that had happened?

10      A.  I don't know.  

11      Q.  Are there products that Illumina offers for 

12 sale that don't involve the negotiation stage?

13      A.  Yes.

14      Q.  What products?

15      A.  Some of our products are orderable online and 

16 don't require negotiation, mainly consumables.

17      Q.  When a consumer makes an online purchase of 

18 consumables, does Illumina attempt to form a 

19 relationship between Illumina personnel and the 

20 consumer?

21      A.  I don't know.

22      Q.  Consumers are assigned an account manager; 
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1 right?

2      A.  Yes.

3      Q.  And that account manager's job includes forming 

4 a relationship and familiarity with the consumers that 

5 they are assigned to; is that right?

6      A.  Yes.  

7      Q.  So you do know.  I mean that is something 

8 Illumina attempts.  

9      A.  I assumed you meant every time.  I don't know 

10 every time if that happens.  

11      Q.  So -- 

12      A.  Sometimes it happens.

13      Q.  -- some account managers might not be doing 

14 their jobs?

15      A.  No.  That's not what I said.

16      Q.  Sometimes an account manager is not assigned?

17      A.  There may be an example of a lab tech placing 

18 an order that is not directly communicating with the 

19 sales rep.  The sales rep may be speaking to someone 

20 higher level than that.  I don't know if every person 

21 that places an order talks to a sales rep.  

22      Q.  Oh.  So in the exceptions to what we're talking 
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1 about, account managers are actually speaking to someone 

2 at that organization that's purchasing the product but 

3 it might not be the person who placed the online order?  

4      A.  Illumina sells products of -- I don't -- I 

5 don't know if every circumstance a sales rep is 

6 communicating with a customer directly when they place 

7 an order.  They may or may not be.  

8      Q.  Does Illumina prefer that an account manager 

9 have a relationship with the consumer?

10      A.  For high value accounts, yes.  

11      Q.  Do you know what percentage of Illumina's 

12 accounts are considered high value versus other?

13      A.  No.  

14      Q.  Do you know if it's more than half?

15      A.  No.  

16      Q.  Do you know if it's -- so you just have no 

17 idea?

18      A.  I don't know.  

19      Q.  So the amount of interaction between Illumina 

20 personnel and the customer just cannot be generalized 

21 across different consumers in the clinical diagnostics 

22 field?
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1          MR. HORNE:  Argumentative.  

2      A.  I don't know.  I don't know.  

3 BY MR. HANKINSON:  

4      Q.  Every customer will come in contact with 

5 Illumina at a different place along the buyer's journey; 

6 right?

7      A.  Yes.

8      Q.  And Illumina will have a different reaction to 

9 that based upon if they are a high value account or not?  

10 Yes?

11      A.  What I'm trying to say is --

12      Q.  Could you first answer my question.  Illumina 

13 will have a different level of reaction to that, 

14 depending on whether they are a high value account or 

15 not?

16      A.  No.  

17      Q.  The reaction from Illumina will be the same, no 

18 matter whether they are high value or not?  Because you 

19 just told me that some get account managers based if 

20 they are high value and some don't.  

21      A.  I said that the level of interaction from an 

22 account manager would be relative to the value of the 
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1 account.

2      Q.  And if your prior answer was not that but in 

3 fact something different, then your prior answer was 

4 inaccurate?

5          MR. HORNE:  Vague, argumentative.  

6      A.  I believe I said the same thing before.

7 BY MR. HANKINSON:  

8      Q.  And if that's not true, then before you 

9 misstated it?  That's what you intended to say before?

10          MR. HORNE:  Vague.  

11      A.  I'm -- 

12 BY MR. HORNE:  

13      Q.  Why is that hard?

14      A.  Because I'm trying to answer your question, and 

15 I feel like we're nit-picking on words.  

16      Q.  I feel like you're nit-picking on words and I'm 

17 just trying to get you to give me an answer.  

18          MR. HORNE:  Argumentative.  

19      A.  The -- Illumina sells some products online that 

20 are low cost; and if a customer orders something that's 

21 low cost, we're not going to send a sales rep there.  

22 They may or may not have an account manager.  I would 
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1 assume they do have an account manager, but whether they 

2 are going to call that person because of an enzyme 

3 order, I don't assume that's how the sales rep is 

4 spending their time.

5 BY MR. HANKINSON:  

6      Q.  But they do have an account manager?

7      A.  Yeah.  

8      Q.  And that account manager is the person 

9 responsible from Illumina's side for the relationship 

10 with that consumer; right?

11      A.  Yes.

12          MR. HORNE:  Let me know when you're ready for a 

13 break, Tom.  

14 BY MR. HANKINSON:  

15      Q.  Is the account manager from Illumina involved 

16 in the negotiation stage of the buyer's journey?

17      A.  Yes.  

18      Q.  And the account manager is knowledgeable about 

19 the products that Illumina offers?

20      A.  Yes.

21      Q.  Is the account manager knowledgeable about 

22 competitive products?
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1      A.  Yes.

2      Q.  Does the account manager take responsibility 

3 for answering the questions of the customer during the 

4 various stages of the buyer's journey with respect to 

5 the solutions that Illumina offers and the solutions 

6 that a competing company offers?

7      A.  Yes.  

8      Q.  By the time the negotiation stage of the 

9 buyer's journey happens, the customer knows the 

10 competing solutions and which come from Illumina; right?

11      A.  Yes.  

12      Q.  And after the negotiation the customer makes a 

13 purchase?

14      A.  Yes.

15      Q.  Do you think that this level of contact and 

16 explanation between the marketers of medical and 

17 research products and devices and the customers in the 

18 clinical diagnostics field explains why there have been 

19 no reported instances of actual confusion between the 

20 brands at issue in this case?

21          MR. HORNE:  Lacks foundation.  

22      A.  I don't know.  
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1 BY MR. HANKINSON:  

2      Q.  It's certainly a contributing factor; right?

3          MR. HORNE:  Argumentative.  

4      A.  I don't know how those things are related.  

5 BY MR. HANKINSON:  

6      Q.  In paragraphs 33 and 34 of your declaration you 

7 talk about pricing of Illumina products; right?

8      A.  Yes.

9      Q.  When you attended a deposition in December, do 

10 you remember me asking you what the cheapest instrument 

11 that Illumina offers is?

12      A.  I don't remember you asking me that.  

13      Q.  Do you remember telling me that the cheapest 

14 instrument Illumina offers costs $35,000, roughly?

15      A.  I don't recall that conversation.  

16          MR. HORNE:  Another request for a break when 

17 you've got a minute, Tom.  

18          MR. HANKINSON:  Okay.  Five minutes.  Does that 

19 work?  

20          Will you mark this as Exhibit Q, please.

21          (O'Grady Exhibit Q was marked for 

22          identification)
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1 BY MR. HANKINSON:  

2      Q.  Exhibit Q is a transcript of your deposition 

3 from December 4th, 2014.  Do you see that?  

4      A.  Yes.  

5      Q.  Do you remember sitting I believe in this very 

6 same room answering questions that I was asking on that 

7 day?

8      A.  Yes.  

9      Q.  And you were under oath that day, as you are 

10 today; right --

11      A.  Yes.

12      Q.  -- to tell truth?

13      A.  Yes.

14      Q.  Did you intend to give me your full knowledge 

15 responsive to my questions at that time?

16      A.  Yes.

17      Q.  Could you turn to page 23.  There's four page 

18 numbers on each page of this Exhibit Q.  Page 23 of your 

19 deposition.  

20      A.  Yes.  

21      Q.  Actually on page 22 we talk about array and 

22 sequencing platforms around line 14.  Do you see that?
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1      A.  Yes.  

2      Q.  And I asked if those are machines that are sold 

3 to laboratories, and you said yes; right?

4      A.  We're on page 23, number -- 

5      Q.  22.  We're on line 14 to 17.  

6      A.  Yes.  

7      Q.  And then on page 23 at the top I asked you what 

8 the other machines are, and you named some; right?

9      A.  Yes.

10      Q.  And then I asked you what the cheapest one was.  

11 Do you see that?

12      A.  Yes.

13      Q.  You said you didn't remember the exact price; 

14 right?

15      A.  Yes.

16      Q.  And you said it was more than $10,000; right?

17      A.  Yes.

18      Q.  And you said it's in the realm of $30- to 

19 $50,000; right?

20      A.  Yes.

21      Q.  And during that deposition you did not say 

22 anything about machines being available at no cost to 
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1 customers; correct?

2      A.  I don't think so.

3          MR. HANKINSON:  Okay.  We can take a break.  

4          (Recess was taken from 11:01 until 11:13 a.m.)

5 BY MR. HANKINSON:  

6      Q.  Could you look at Exhibit M, your rebuttal 

7 declaration again, please, and specifically paragraph 4.  

8      A.  Uh-huh.

9      Q.  Second, as also explained elsewhere in this 

10 declaration, clinical diagnostics labs are not always 

11 separated by application segment as Mr. Kozak states in 

12 paragraphs 30 and 31 of his declaration?  

13      A.  Yes.  

14      Q.  By application segment, what do you mean?  

15      A.  The testing segment where the technology is 

16 applied.

17      Q.  What's an example of one segment?  

18      A.  Genetic testing.  

19      Q.  What's an example of another segment?

20      A.  Cancer.

21      Q.  And another?

22      A.  Infectious disease.
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1      Q.  When you say they are not always separated by 

2 application segment, you do not provide a percentage of 

3 how often they are separated by application segment in 

4 your declaration; correct?

5      A.  Yes, that's correct.  

6      Q.  In paragraph 7 you have a paragraph-long 

7 definition of molecular pathology; correct?

8      A.  Yes.

9      Q.  In your rebuttal declaration you do not provide 

10 a citation for this definition; correct?

11      A.  That's correct. 

12      Q.  And in your rebuttal declaration you do not 

13 provide an explanation of your source for this 

14 definition; correct?

15      A.  That's correct.

16      Q.  In your rebuttal declaration you do not express 

17 what education or experience you have that permits you 

18 you to opine on what the definition of molecular 

19 pathology is; correct?  

20      A.  That is correct.  

21      Q.  In the last sentence of paragraph 7 you state, 

22 "thus when the products are used for the purpose of 
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1 diagnosing patients, they both also fall within the 

2 subcategory of molecular diagnostics."

3          Do you see that sentence?

4      A.  Yes.  

5      Q.  And then the corollary of that is when the 

6 products are not used for the purpose of diagnosing 

7 patients, then they would not both fall within the 

8 subcategory of molecular diagnostics; correct?

9      A.  When products are not used for diagnosing 

10 patients, they are not -- are you asking me when 

11 products are not used for diagnosing patients does that 

12 classify as molecular diagnostics?  Is that what you're 

13 asking me?  

14      Q.  Correct.  I think it's just the logical 

15 conclusion that's implicit in what you've said in the 

16 last sentence of paragraph 7.  

17      A.  I don't mean to be difficult, but diagnosis is 

18 an action.  You can diagnose a disease.  You can also 

19 look at prognosis or therapeutic response, but I think 

20 for what you're trying to say that research and -- I'll 

21 just stop there.  

22      Q.  So in your declaration when you talk about 
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1 diagnostics, it is -- it cannot be assumed whether 

2 you're talking about treating patients or using -- or 

3 the prognosis of patients or the therapeutic response of 

4 patients.  It could encompass any or all of those terms?

5      A.  It's intended to encompass them all.  

6      Q.  But treating patients is a particular type of 

7 diagnostics; correct?

8      A.  Not necessarily.  

9      Q.  Well, it's the one that the FDA regulates with 

10 cleared products; right?

11      A.  Not necessarily.  

12      Q.  Does the FDA require IVD products to be cleared 

13 if they are only going to be used in therapeutic 

14 response aspects of molecular diagnostics?  

15      A.  Not -- I don't want to speculate.  I can 

16 imagine examples that that's not the case.  

17      Q.  But they would be speculation?

18      A.  I know of examples where that's not the case.  

19      Q.  So it wouldn't be speculating?  

20      A.  I don't want to speculate that all examples of 

21 molecular testing where someone is trying to look for 

22 therapeutic response requires an IVD.  That's what I'm 
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1 not comfortable speculating on.

2      Q.  Right.  It may or may not.  

3      A.  It may or may not.  

4      Q.  Whereas all diagnostics tools used for treating 

5 patients would be required to have FDA clearance as IVD 

6 products?

7          MR. HORNE:  Lacks foundation, argumentative, 

8 vague.  

9      A.  I don't know.  

10 BY MR. HANKINSON:  

11      Q.  And some labs -- it doesn't matter.  It's a 

12 flexible concept that encompasses various aspects of 

13 disease identification, treatment, prognosis, 

14 therapeutic response; and any given lab or physician 

15 could be doing one or more of those.  Is that fair to 

16 say?  

17      A.  What's the subject of "it"?  

18      Q.  Molecular diagnostics, in your opinion.  

19      A.  Yes.  That's a fair statement.  

20      Q.  In paragraph 9 you state that "Illumina rents 

21 customer lists from one or more of the aforementioned 

22 associations, and it sends marketing materials covering 
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1 the whole range of its products to the potential 

2 customers indicated on the list.  Under this umbrella 

3 approach to marketing there is no consideration given to 

4 any particular customer's specialty (assuming a customer 

5 even has a specialty)."

6          Do you see that?

7      A.  Uh-huh, yes.  

8      Q.  So in this paragraph you're saying that 

9 Illumina was taking an umbrella approach to marketing 

10 that gave no consideration to the particular customer's 

11 specialty, right, with respect to these email lists?

12          MR. HORNE:  Lacks foundation, mischaracterizes 

13 the document.  

14      A.  This paragraph describes lists.  It doesn't 

15 specify if the communication is by email or direct mail 

16 or what have you.

17 BY MR. HANKINSON:  

18      Q.  So it's more general than what I said?  This 

19 applies to all of those things?

20      A.  Yes.

21          MR. HORNE:  Vague.

22          MR. HANKINSON:  Sorry about that. 
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1      Q.  So as to all of those things under this 

2 umbrella approach to marketing, there is no 

3 consideration given to any particular customer's 

4 specialty.  That's what this approach means; right?  

5      A.  Yes.  

6      Q.  So to the extent that earlier today you told me 

7 that there were particular targets of -- that were meant 

8 to be reached with Illumina's branding through these 

9 customer lists divided up by specialty, that's not what 

10 you intended to say?  

11      A.  I don't -- I don't remember saying that.  

12      Q.  Well, you told me that these rented customer 

13 lists were used to target clinical diagnostics with 

14 marketing intentionally?

15      A.  Yes.

16      Q.  Okay.  This says "there is no consideration 

17 given to any particular customer specialty," in 

18 paragraph 9; right?

19      A.  By "specialty," I am not implying diagnostics 

20 or otherwise but a subspecialty of that field.  

21      Q.  Do you think that's a little misleading, given 

22 that the paragraphs leading up to it all talk about 
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1 molecular pathologists as a whole, as opposed to 

2 dividing it up between clinical diagnostics and other 

3 molecular pathology and has no reference to any 

4 particular subcategory, subspecialty other than that?  

5          MR. HORNE:  Argumentative.  

6      A.  I don't know.  

7 BY MR. HANKINSON:

8      Q.  In any event, now you're saying that paragraph 

9 9 refers to no consideration being given to whether a 

10 particular customer is in infectious disease, as opposed 

11 to genetics, as opposed to cancer and the other of what 

12 you called application segments?

13      A.  Yes, that's correct.  

14      Q.  So none of those particular application 

15 segments were being targeted.  They just happened to be 

16 within the list?  

17          MR. HORNE:  Vague.  

18      A.  They were not excluded.

19 BY MR. HANKINSON:  

20      Q.  Could you answer my question, though?  

21      A.  We did not take the option to exclude them.  

22 They are included.  
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1          I'm sorry, what is the question?  

2      Q.  So there is an option to exclude infectious 

3 disease?

4      A.  Yes.

5      Q.  And you chose not to take that option?

6      A.  That's right.

7      Q.  And that's the status of this umbrella 

8 approach?

9      A.  Yes.

10      Q.  Thank you.  Would you look at paragraph 10.  

11 "Throughout" -- you state, "Throughout his declaration 

12 Mr. Kozak suggests that Illumina's products have only 

13 been used in research labs and not in clinical 

14 diagnostics labs."

15          Do you see that?

16      A.  Yes.  

17      Q.  Do you understand that whether or not something 

18 is used in a lab is a different concept from whether or 

19 not that lab is a relevant consumer for purposes of 

20 deciding whether brands are likely to be confused with 

21 each other?

22          MR. HORNE:  Lacks foundation, argumentative, 
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1 calls for legal conclusion.  

2      A.  I don't have an opinion about that.

3 BY MR. HANKINSON:  

4      Q.  And so when your declaration is talking about 

5 whether a product is used in a lab, you're not making an 

6 assertion about whether that makes that lab a relevant 

7 consumer or someone who is aware of the branding in a 

8 particular field of product.  You're just saying it 

9 happened to be used in a lab?

10          MR. HORNE:  Vague.  

11      A.  I don't know.  

12 BY MR. HANKINSON:  

13      Q.  Do you understand that Mr. Kozak is talking 

14 about in his declaration a market for products, as 

15 opposed to entities who just happen to have products in 

16 the room?

17          MR. HORNE:  Vague, lacks foundation.  

18      A.  I understand what you just said.  

19 BY MR. HANKINSON:

20      Q.  "I do" or "I don't"?

21      A.  I understand what you just said.  

22      Q.  But you don't understand that one way or the 
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1 other, in your own opinion, as to Mr. Kozak's statement?

2      A.  I'm sorry, I don't understand the question that 

3 you're asking me.  What are you asking me?  

4      Q.  When I asked you if you understand something, a 

5 couple times you said "I understand what you just said," 

6 like the words that came out of my mouth, which isn't 

7 really answering the question of whether you understand 

8 it to be true.  

9          I'd like you to tell me whether you understand 

10 it to be true that Mr. Kozak in his declaration was 

11 talking about a market.  

12      A.  Uh-huh.  

13      Q.  "Yes"?  

14      A.  Yes.  

15      Q.  And what the relevant market for the products 

16 at issue is or is not; right?

17      A.  Yes.

18          MR. HORNE:  Lacks foundation, vague.

19 BY MR. HANKINSON:  

20      Q.  What you're talking about in this paragraph is 

21 whether or not a RUO-labeled product could be used in 

22 theory in a particular kind of lab; right?  
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1          MR. HORNE:  Mischaracterizes the document.  

2      A.  No.  That's not right.

3 BY MR. HANKINSON:  

4      Q.  So what are you saying that I'm not 

5 understanding?  

6      A.  The products listed here, MiSeq, HiSeq, 

7 NextSeq -- including MiSeq, HiSeq, NextSeq, BeadArray 

8 Reader, iScan, and BeadXpress have been used in clinical 

9 diagnostic labs and they represent a market for our 

10 products.  

11      Q.  That's what you're asserting in paragraph 10?

12      A.  Yes.

13      Q.  That these RUO-labeled products, having been 

14 used by labs in laboratory-developed tests, were, 

15 therefore, part of the clinical diagnostics market?  

16 That's what you're saying?

17      A.  Yes.  They were consumed by consumers in the 

18 clinical diagnostic market.

19      Q.  And that, therefore, you're saying that 

20 Illumina had already had a presence in the clinical 

21 diagnostics market, even though it was only marketing 

22 RUO-labeled products; right?
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1      A.  Yes.

2      Q.  And you're saying, therefore, that it was not a 

3 big transition when Illumina actually had IVD devices 

4 cleared by the FDA, because they were already a 

5 participant in that clinical diagnostics market?

6      A.  Yes.  

7      Q.  You wouldn't have considered it a transitional 

8 step from RUO research market to the clinical 

9 diagnostics market?  That's what you're saying here?

10      A.  I don't know what you mean by "transitional 

11 step," in what way you mean that.

12      Q.  Well, a transition is a change from one thing 

13 to the other.  

14      A.  Yes.

15      Q.  So transitional is an adjective that describes 

16 changing one thing into the other?  

17      A.  Yes.  

18      Q.  I'm not -- I'm just working my way through.  

19 I'm not trying to be pedantic.  Although I am naturally, 

20 I'm not trying to be.  

21          And so the -- I'm asking you is it your 

22 contention that the step of Illumina having only 
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1 RUO-labeled products in clinical diagnostics 

2 laboratories and other laboratories to the clinical 

3 diagnostics field was not a transitional step but just 

4 more of the same presence in the market.  

5          MR. HORNE:  Vague.  

6      A.  I would consider actually approval building on 

7 our presence in the market.

8 BY MR. HANKINSON:

9      Q.  As opposed to how I just described it as a 

10 transitional step?  

11      A.  I am -- 

12          MR. HORNE:  Same objection.  

13      A.  I'm having a hard time distinguishing between 

14 the two.  

15 BY MR. HANKINSON:

16      Q.  When you stay at one company you build upon 

17 your experience with that company and you're there, 

18 right, in a career? 

19      A.  Uh-huh, yes.  

20      Q.  And when you transition to another company, 

21 you're changing to somewhere else?

22      A.  Yes.
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1      Q.  So that's a transitional step, as opposed to 

2 building within the same category of where you were.  

3 You're transitioning to something different; right?

4      A.  Yes.

5      Q.  You understand that to be the meaning of 

6 "transitional"?

7      A.  Yes.

8      Q.  And so I'm asking in this paragraph 10 -- 

9      A.  Uh-huh.  

10      Q.  -- you are asserting that because Illumina 

11 already had RUO-labeled products being used by labs and 

12 laboratory-developed tests for clinical diagnostics, it 

13 was not a transitional step to enter the field of 

14 clinical diagnostics?

15          MR. HORNE:  Calls for legal conclusion.

16 BY MR. HANKINSON:  

17      Q.  It was more of being in that market already.  

18 That's what you're saying; right?

19          MR. HORNE:  Same objection.  

20 BY MR. HANKINSON:  

21      Q.  We don't have to belabor it.  

22      A.  I don't understand the distinction.
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1      Q.  You're saying it was a transitional step?

2      A.  Some things change and some things were built 

3 upon.  I don't -- I'm having a hard time understanding 

4 what you're asking me, to answer your question; and I 

5 guess if I don't see a big transformation then the 

6 answer is no.

7      Q.  So if I said is it a big transformation from 

8 RUO-labeled products being present in clinical 

9 diagnostics laboratories through laboratory-developed 

10 tests to FDA-cleared IVD products, you'd say no, that's 

11 not a big transformation?

12          MR. HORNE:  Vague.  

13      A.  From whose perspective?  

14 BY MR. HANKINSON:

15      Q.  The market's perspective.  

16      A.  No.  I don't think that's a big transition.

17      Q.  And it's not entering into a field, is what 

18 you're saying.  It's continuing to be in the field of 

19 clinical diagnostics.  That's what you're saying in 

20 paragraph 10; right?

21      A.  Yes, continuing and building upon.  

22          MR. HANKINSON:  I want to mark as an 
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1 exhibit -- actually we don't need to mark it.  It's been 

2 identified as -- I don't know.  Didn't both sides number 

3 their exhibits?  

4          MR. HORNE:  Yeah.  

5          MR. HANKINSON:  All right.  So maybe we should 

6 mark it.  I want to mark this.

7          MR. HORNE:  If you're going to use it -- if it 

8 was already marked as an exhibit number, it may be 

9 easiest to keep the same exhibit numbers.

10          MR. HANKINSON:  Yeah, I remember talking about 

11 that last time, but then it struck me that didn't 

12 Meridian and Illumina both sequentially number starting 

13 at 1?  

14          MR. HORNE:  That I don't know about.  You may 

15 have started -- you guys did yours after we did her 

16 deposition; so I can't remember.  

17          MR. HANKINSON:  Let's mark this as R.  

18          (O'Grady Exhibit R was marked for 

19          identification)

20 BY MR. HANKINSON:  

21      Q.  So Exhibit R is a press release that Illumina 

22 provided in this matter to Meridian entitled, "Illumina 
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1 Receives FDA 510(k) clearance for its BeadXpress 

2 Multiplex Analysis System."  Correct?

3      A.  Yes.  

4      Q.  This is authored by Illumina; right?

5      A.  Yes.

6      Q.  And it's meant to be provided to publications 

7 for them to use and then spreading word about what is in 

8 the press release; right?

9      A.  Yes.  

10      Q.  And when Illumina's CEO makes statements in a 

11 press release that are intended to go out to the public, 

12 do you think it's important that he try to be accurate 

13 and clear in that communication?  

14      A.  Yes.

15      Q.  And do you think that Illumina's CEO, Jay 

16 Flatley, always does try to be accurate and clear when 

17 providing information to the public?

18      A.  Yes.  

19      Q.  And could you look at the second paragraph.  

20 The first sentence says, "This approval," meaning the 

21 FDA 510(k) clearance of BeadXpress, "represents a 

22 significant and exciting transitional step for Illumina 
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1 into the diagnostics field."

2          Do you see that?  

3      A.  Yes.

4      Q.  And that's a quote from Jay Flatley, the 

5 president and CEO of Illumina; right?

6          MR. HORNE:  I object, it's a partial quote.  

7 BY MR. HANKINSON:  

8      Q.  It's the first part of the quote.  

9      A.  Yes.

10      Q.  The second part of the quote is "where the 

11 potential is great for molecular medicine to make a real 

12 difference in the way disease is detected and ultimately 

13 prevent it and treat it, said Jay Flatley, president and 

14 CEO."

15          That's the rest of it; right?

16      A.  Yes.

17          MR. HORNE:  Objection.  I believe the quote 

18 continues in the paragraph.  

19          MR. HANKINSON:  All right.  

20      Q.  Miss O'Grady, would you please read paragraph 2 

21 and indicate what's being quoted by quote and unquote.  

22      A.  From the beginning?  
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1      Q.  Yes, please.  

2      A.  Quote, "This approval represents a significant 

3 and exciting transitional step for Illumina and to the 

4 diagnostics field.  Our potential is great for molecular 

5 medicine to make a real difference in the way disease is 

6 detected and ultimately prevent it and treat it," quote, 

7 "said Jay Flatley, president and CEO," period.   

8          Quotation, "It demonstrates Illumina's ability 

9 to meet stringent regulatory requirements in designing 

10 and manufacturing an FDA-cleared in vitro diagnostic 

11 device."

12          "This will serve as an important foundation for 

13 our future plans in the diagnostic area.  Ultimately, 

14 our goal is to become a leader in the translational 

15 medicine focusing on complex diseases that benefit from 

16 high performance analysis, including genotyping, copy 

17 number, gene expression, methylation and protein 

18 analysis."  

19      Q.  Your opinion expressed in paragraph 10 of 

20 Exhibit M, your rebuttal declaration, was that a move 

21 from simply having RUO-labeled products that were in 

22 clinical diagnostics laboratories, who used them in 
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1 laboratory-developed tests, to having FDA-cleared IVD 

2 devices was not a big transformation and was not 

3 entering into a new field but rather was not a big 

4 transformation and was simply continuing in a field 

5 where there is already a presence.  

6          Do I have that right?  

7      A.  Yes, that's correct.  

8      Q.  In Exhibit R, Jay Flatley is quoted as saying 

9 that the FDA clearance for BeadXpress, which was in 

10 2010, was a significant and exciting transitional step 

11 for Illumina into the diagnostics field; right?

12      A.  Yes.  He states that.  

13      Q.  And are you still of the opinion that you 

14 express in paragraph 10?

15      A.  Yes.

16      Q.  You do believe that Mr. Flatley was trying to 

17 be clear and correct when he made that statement; right?

18      A.  Yes.  

19          MR. HANKINSON:  I'm going to mark this as 

20 Exhibit S.  

21          (O'Grady Exhibit S was marked for 

22          identification)
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1 BY MR. HANKINSON:  

2      Q.  Exhibit S is an article from GenomeWeb; right?

3      A.  Yes.  

4      Q.  As produced by your company in this matter with 

5 the ILLUM bates numbers at the bottom.  

6      A.  I'm sorry, what did you ask?  

7      Q.  Was this produced by your company in this 

8 litigation?

9      A.  Yes.  

10      Q.  And I believe it was Karen Possemato who refers 

11 to GenomeWeb as a relevant publication that goes to 

12 consumers that are within the market of clinical 

13 diagnostics.  

14      A.  Among others, yes.

15      Q.  In January of 2009 GenomeWeb published the 

16 article "Illumina Unveils Strategy to Enter Molecular 

17 Diagnostics Market"; right?

18      A.  Yes.  That's the title of this publication.

19      Q.  So a consumer in the clinical diagnostics 

20 market who saw this at the time would understand that 

21 Illumina was unveiling a strategy to enter the molecular 

22 diagnostics market, as opposed to continue to be in it; 
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1 right?

2          MR. HORNE:  Argumentative, lacks foundation.  

3      A.  No.  I disagree.

4 BY MR. HANKINSON:  

5      Q.  The first sentence is "Illumina plans to enter 

6 the molecular diagnostics space"; right?  

7      A.  Yes.  That's the first part of that sentence.

8      Q.  It says in full, "Illumina plans to enter the 

9 molecular diagnostics space by forging partnerships with 

10 customers, opening a new CLIA lab, and launching a 

11 research project to study cancer genomes, CEO Jay 

12 Flatley said during a recent presentation to investors."

13          Do you see that?  

14      A.  Yes.  

15      Q.  When a CEO speaks to investors, is he under a 

16 duty to be truthful and forthright?

17      A.  Yes, I assume.

18      Q.  Are you aware of any time when Illumina or its 

19 CEO Jay Flatley has retracted statements that were made 

20 by Mr. Flatley to investors or to journalists?  

21      A.  I'm not aware of any statements.  

22      Q.  Do you think that the statement from 
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1 Mr. Flatley was misleading to the consumers who read 

2 GenomeWeb?  

3      A.  No.

4      Q.  In paragraph 13 of your rebuttal declaration, 

5 Exhibit M, you state "Illumina's instruments, for 

6 example" --

7      A.  I'm sorry, where again?  

8      Q.  Paragraph 13.  "Illumina's instruments, for 

9 example, MiSeq, HiSeq, NextSeq, BeadArray Reader, iScan, 

10 BeadXpress may be used by LDT developers to detect DNA."

11      A.  Yes.  

12      Q.  When you say "may be used," do you supply in 

13 your rebuttal declaration any statement of how often as 

14 a percentage those are used by LDT developers out of the 

15 entire market of clinical diagnostics?

16      A.  No.  

17      Q.  The last sentence on paragraph 3 going 

18 to -- excuse me -- on page 3, going to page 4, you 

19 state, "In addition the LDT developers that use 

20 Illumina's instruments also often use Illumina's 

21 reagents.  In sample preparation assays which are read 

22 by the Illumina instrument, similarly Meridian provides 
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1 Illumigene assays that prepare a sample to be read by 

2 its Illumipro instruments."

3          Right?  

4      A.  Yes.  

5      Q.  And when a reagent in sample preparation assays 

6 are read by an Illumina instrument, what kinds of data 

7 are reported?

8      A.  It depends on the question being asked, what 

9 the purpose of it is.

10      Q.  It's open to the user to seek different sorts 

11 of data; correct?  That's what you mean when you say it 

12 depends on the question being asked?

13      A.  No.  That's not what I mean.

14      Q.  You can ask an Illumina reader different kinds 

15 of questions and you get different types of data out of 

16 it; right?  

17      A.  The types of data that Illumina's systems that 

18 are referred to in this paragraph provide are variant 

19 calls or copy number variation calls, measures of 

20 variation in DNA and RNA.

21      Q.  You said it depends on the question being 

22 asked.  
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1      A.  Yes.

2      Q.  Okay.  So it's different depending on the 

3 question being asked?

4      A.  It's different based on the sample preparation 

5 assay that the customer chose to use.  

6      Q.  So the customer prepares the sample preparation 

7 assay?

8      A.  They choose a sample preparation assay and 

9 execute it in their lab.

10      Q.  You're saying Illumina provides the reagents, 

11 but that's not everything that's in the sample 

12 preparation assay; right?  

13      A.  We provide complete sample preparation kits.

14      Q.  The customer chooses what sample preparation 

15 assay to use?

16      A.  Yes.

17      Q.  Is that the only variation that you meant when 

18 you said it depends on the question being asked?  

19      A.  No.  

20      Q.  So what other variations are there?  

21      A.  The software analysis selected.

22      Q.  So there is software in the Illumina reader 
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1 that allows you to look at different types of data?

2      A.  There is software available that allows a user 

3 to look at different types of data.  

4      Q.  Available from Illumina?

5      A.  Available from Illumina.  

6      Q.  And is that -- Are those the only two 

7 variations that you meant when you said that it depends 

8 on the question being asked?  

9      A.  The other potential variation would be the 

10 instrument selected.  There is six listed here.

11      Q.  They each do something a little different?

12      A.  They can all be used similarly, but they are 

13 different instruments.

14      Q.  You might use one or another to get an answer 

15 to one or another different type of question?

16      A.  Yes.

17      Q.  And are those the only -- those three the only 

18 variations you were talking about when you asked 

19 about -- when you mentioned the different questions that 

20 could be asked?  

21      A.  So I mentioned DNA and RNA inputs, sample 

22 preparation, instrumentation and software.  All of those 
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1 elements play into the question that's being asked.

2      Q.  And what's the form of the report?

3      A.  It varies, based on what a customer is 

4 attempting to do.

5      Q.  Is the report spit out by the software?

6      A.  Did you -- I'm sorry, can I ask a question?  In 

7 this whole line of questioning are we talking about 

8 Illumina's products as a whole or specific for clinical 

9 use?  What are we talking about right now?  

10      Q.  Paragraph 13 of your rebuttal declaration.  I'm 

11 talking about what you are saying.  

12      A.  Okay.  

13      Q.  So is it ambiguous as to whether we are talking 

14 about all Illumina's products or just clinical 

15 diagnostics?  

16      A.  I wouldn't change any of my answers based on 

17 that.

18      Q.  Could you answer my question?  

19      A.  I asked that question because I was looking for 

20 clarity; so, yes, it was ambiguous.  That's why I asked 

21 that question.  

22      Q.  Is the data spit out by the software of the 
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1 Illumina instrument?  Does the software provide the 

2 report?

3      A.  Does software provide data in a report, yes.  

4      Q.  And what is the format of the report?

5      A.  Software and report formats include flat files, 

6 PDF files, raw sequencing reads.  There is any level of 

7 information available to the customer should they choose 

8 to have it.  

9      Q.  And then in the last sentence of paragraph 13 

10 you say, "Similarly Meridian provides Illumigene assays 

11 that prepare a sample to be read by its Illumipro 

12 instruments"; right?

13      A.  Yes.

14      Q.  The customer of Illumipro does not get to 

15 choose the software; correct?

16      A.  I don't know.  

17      Q.  You don't know?

18      A.  I don't know.

19      Q.  So you were willing to call it similar even 

20 though you don't even know that?  

21      A.  I don't say anything about software in that 

22 sentence.  
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1      Q.  And do you know what the report format is from 

2 Illumipro reading an Illumigene assay?

3      A.  I don't know, and I don't make a statement 

4 about the report.

5      Q.  Do you know what kind of data is provided to 

6 the consumer when they use an Illumigene assay read by 

7 an Illumipro instrument?

8      A.  I don't know.  

9      Q.  Your statement that Meridian's products act 

10 similarly is limited to what you have set forth in 

11 paragraph 13.  It does not take into account any of 

12 those factors that you don't even know about.  

13      A.  My statement is drawing a parallel about sample 

14 prep and reading, and that's where the statement ends.  

15      Q.  Do you think that it's a useful expert opinion?

16      A.  I don't -- I don't know.  

17      Q.  Why did you choose to give the opinion that 

18 they are similar?

19          MR. HORNE:  Vague, mischaracterizes the 

20 declaration.

21 BY MR. HANKINSON:  

22      Q.  Pardon me.  Maybe I'm mischaracterizing.  
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1          Did you give any opinion in here that the two 

2 are similar?  Because I just asked about that, and your 

3 attorney said that I was mischaracterizing it.  

4      A.  I don't know if it's an opinion.  I believe it 

5 to be true that in both Illumina and Illumigene assays 

6 DNA samples are prepared and read on an instrument for 

7 analysis, for molecular analysis.  That is similar.  

8      Q.  Just that is similar.  You're not giving an 

9 opinion that the products are similar?

10      A.  The products are similar in that it's a sample 

11 preparation assay for molecular analysis that's read on 

12 an instrument.

13      Q.  And only as to that?

14          MR. HORNE:  Lacks foundation.  

15      A.  I don't -- I don't understand what you're 

16 excluding and saying "only."  

17 BY MR. HANKINSON:  

18      Q.  The ability to choose the software, the ability 

19 to ask it different types of questions, the ability to 

20 look for different answers to those questions, and the 

21 same tasks, the output of the type of data and the 

22 format of the data, any opinion that you're expressing 
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1 in paragraph 13 that the products are similar is just 

2 not accounting for any of those other possible 

3 similarities or possible differences?

4      A.  The variety -- 

5      Q.  Because you don't know what Meridian's products 

6 aspects are with respect to those?

7      A.  The variety of examples I gave you with 

8 choosing DNA and RNA, a variety of library prep, a 

9 variety of instrumentation and a variety of software 

10 represent a breadth of menu offered at Illumina that's 

11 capable of answering many different types of questions.  

12          So depending on the question trying to be 

13 answered, a combination of those attributes would be 

14 selected by the customer for a specific answer.  I'm not 

15 inferring that all of those apply to every single 

16 question.  

17      Q.  Nor are you giving any sort of opinion as to 

18 whether Meridian's products are similar or different 

19 with respect to those factors; correct?

20      A.  I don't follow you.  I don't know what you're 

21 saying.  

22      Q.  You listed a bunch of aspects of Illumina's 
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1 product offering.  

2      A.  Yes.

3      Q.  You said that they are all part of the array of 

4 choices that Illumina provides to customers; right?

5      A.  It's a product menu, yes.  

6      Q.  And you are not giving an opinion in paragraph 

7 13 about whether Meridian's products branded as 

8 Illumigene and Illumipro have a similar or a different 

9 menu of options.  It's just not there.  You don't give 

10 that opinion.  

11      A.  I am giving an opinion.  I'm saying it's 

12 similar.

13      Q.  So you are saying it's similar.  

14      A.  I'm saying that the sample preparation -- a 

15 consumer of these products needs to prepare a sample and 

16 to read the result on a system.  And the Illumigene 

17 assay and Illumipro instrument does that, as do 

18 Illumina's variety of library prep products and variety 

19 of instruments.  The sample must be prepared and then 

20 read on an instrument for analysis.  That is similar.

21      Q.  That is the similar aspect upon which you are 

22 commenting; right?
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1      A.  Yes.  

2      Q.  And when you said you did not know what the 

3 format of the report for Meridian's products, that you 

4 did not know what type of data Meridian's products 

5 report and you did not know whether customers have an 

6 option of software when purchasing Meridian's 

7 products -- when you said all of that, it implied to me 

8 that you were not offering an opinion that 

9 Illumina's and Meridian's products were similar as to 

10 those aspects.  

11      A.  I don't know if they are similar to those 

12 aspects.  

13      Q.  So you are not offering an opinion one way or 

14 the other on that?

15      A.  I'm not.  

16      Q.  And any opinion that you are offering in 

17 paragraph 13 as to the similarity is not taking into 

18 account those aspects; right?  It is based only on what 

19 is in paragraph 13?  Yes?

20      A.  That's correct.  

21      Q.  In paragraph 15 you say, "In fact, LDTs are 

22 commonly used to diagnose patients.  Often the same 
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1 clinicians in a lab are using both LDTs and IVDs.  This 

2 is because the rapidly evolving needs at the diagnostics 

3 level vastly outpace the process of becoming an 

4 FDA-cleared or approved IVD.

5          "As an illustration, when a new disease or a 

6 new strain of a disease is discovered, the need to 

7 diagnose patients begins immediately, whereas the 

8 ability to receive FDA clearance or approval as an IVD 

9 lags behind.  LDTs are critical to keep pace with 

10 medical needs."

11          You see that paragraph?  

12      A.  Yes.  

13      Q.  LDTs in a sense are on the cutting edge of 

14 clinical diagnostics.  Do I have that right?

15      A.  They can be.  

16      Q.  Sometimes LDTs lag behind?  

17      A.  They are able to meet the need at the cutting 

18 edge.  They can also meet a need not at the cutting 

19 edge. 

20      Q.  The labs that provide LDTs, each one has to 

21 design its own laboratory-developed test; right?

22      A.  Yes.  
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1      Q.  And those laboratory-developed tests are 

2 subject to regulation; right?

3      A.  Yes.

4      Q.  CLIA certification?  

5      A.  Yes, as a requirement of the lab doing 

6 molecular analysis.  

7      Q.  And to do molecular analysis -- let me start 

8 again.  

9          For a lab to perform a laboratory-developed 

10 test for the purpose of clinical diagnostics, it needs 

11 to be a high complexity CLIA lab; right?  

12      A.  It's -- that's not exclusive to LDT.  A high 

13 complexity CLIA lab is not exclusive to LDTs.  Molecular 

14 analysis in general needs to be done in a high 

15 complexity CLIA lab.  There is one exception to that.  

16      Q.  So to do -- could you just read my last 

17 question back.  

18          (Question was read)

19      A.  Yes.

20 BY MR. HANKINSON:  

21      Q.  Could you please answer that question.  

22      A.  Yes.  
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1      Q.  Thank you.  There are other levels of 

2 complexity under CLIA; correct?

3      A.  Yes.

4      Q.  One of them is medium complexity?

5      A.  Yes.

6      Q.  There are more medium complexity CLIA labs than 

7 there are high complexity CLIA labs?  Yes?  

8      A.  Yes.

9      Q.  You do not offer in your declaration a 

10 quantification of how many medium complexity CLIA labs 

11 there are vis-a-vis high complexity CLIA labs; right?

12      A.  No.  

13      Q.  No, you don't offer it?

14      A.  No, I do not offer it.

15      Q.  So in paragraph 15 when you say "often the same 

16 clinicians in a lab are using LTDs and IVDs," that is 

17 only in high complexity CLIA labs; right?

18      A.  That's what I mean there, yes.

19      Q.  And so never in medium complexity CLIA labs are 

20 the same clinicians using both LDTs and IVDs, correct, 

21 or else they would be violating their applicable 

22 regulations?
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1      A.  I don't know -- I don't know.  If you qualify 

2 that by saying molecular LDTs, then I would agree.  

3      Q.  So when you say "often the same clinicians in a 

4 lab are using both LDTs and IVDs," you are speaking with 

5 respect to molecular LDTs only of CLIA high complexity 

6 laboratories; right?

7      A.  Yes.

8      Q.  And never is a laboratory that is merely a CLIA 

9 medium complexity laboratory doing molecular LDTs at the 

10 same time that they use IVDs?

11      A.  Not to my knowledge.  

12      Q.  To your knowledge they are never doing that?

13      A.  To my knowledge they are never doing that.  

14      Q.  Nowhere in your initial declaration or rebuttal 

15 declaration do you make the distinction between a CLIA 

16 high complexity laboratory and a CLIA medium complexity 

17 laboratory; correct?

18      A.  I don't recall.

19      Q.  Every time that you're talking about an LDT, 

20 you're talking about it being used in a CLIA high 

21 complexity laboratory; right?

22      A.  Yes.
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1      Q.  And so every time you say something is often 

2 done in a lab through an LDT or can be done in a lab 

3 through an LDT or it's possible to do it in a lab 

4 through an LDT or it has been done in a lab through an 

5 LDT, those statements can only be describing CLIA high 

6 complexity labs with respect to molecular LDTs?

7      A.  That is my understanding, yes.  

8      Q.  And those statements do not account for 

9 whatever part of the clinical diagnostics market is 

10 encompassed by laboratories that are merely CLIA medium 

11 complexity laboratories?

12      A.  Yes.  I agree.  

13      Q.  And nowhere in your initial declaration or your 

14 rebuttal declaration do you quantify what part of the 

15 market CLIA high complexity labs that do molecular LDTs 

16 constitute?

17      A.  I do not.  

18      Q.  What is the difference between a CLIA high 

19 complexity lab and a CLIA medium complexity lab?

20      A.  There's a difference in their certification.

21      Q.  And a CLIA high complexity lab has a more 

22 stringent regulatory environment than a CLIA medium 
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1 complexity lab; right?

2      A.  I don't -- I don't know if it's a more 

3 stringent regulatory environment.  I don't know that.  

4      Q.  Are molecular diagnostic labs required to do 

5 their testing in a CLIA high complexity environment to 

6 control for a risk of a wrong result?

7      A.  Yes.  

8      Q.  And is that environment more controlling for 

9 the risk of a wrong result because it is required to be 

10 a more controlled environment under the applicable 

11 regulations?

12      A.  Yes.  I believe that to be true.

13      Q.  And that a more controlled environment under 

14 the regulation is brought about through various 

15 regulatory requirements that might include -- that do 

16 include increased training for employees; right?

17      A.  I don't know the differences at that level.

18      Q.  You don't know one way or the other?

19      A.  I don't know.  

20      Q.  Do you know if the personnel who run CLIA high 

21 complexity laboratory environments are required to have 

22 more qualifications than persons who are permitted to 
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1 run CLIA medium complexity labs?

2      A.  I don't know.

3      Q.  You don't know one way or the other?

4      A.  I don't know.  

5      Q.  Does a person who is using a 

6 laboratory-developed test in a CLIA high complexity lab 

7 need to be aware of the ingredients of the 

8 laboratory-developed tests to a high degree of 

9 certainty?  And by ingredients I'm including components, 

10 instruments, and any other consumables that would be 

11 involved.  

12      A.  Yes.  

13      Q.  Do they have the relevant education and 

14 experience to know with that high degree of certainty 

15 exactly what is in the laboratory-developed test?

16      A.  Yes.

17      Q.  Do you think that they pay more or less 

18 attention to the sources of the components in the 

19 laboratory-developed tests than a person who is shopping 

20 for food at a grocery?

21      A.  I don't know.  I don't know.  

22      Q.  You don't have an opinion on that?  
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1      A.  I -- I assume when you're going to a grocery 

2 store you want something specific so you're going to 

3 pick that specific thing.  I don't understand the 

4 analogy.  

5      Q.  Are you aware of any buying situation in your 

6 ordinary life where there are multiple brands available 

7 for your choice and you don't necessarily go into that 

8 buying situation knowing exactly which one you're going 

9 to choose and you choose in the course of that buying 

10 experience?  

11          MR. HORNE:  Vague.  

12      A.  Yes.

13 BY MR. HANKINSON:

14      Q.  And what is an example?  

15      A.  Yogurt.  

16      Q.  Yogurt.  Do you have an opinion on whether a 

17 person who is performing a laboratory-developed test in 

18 a CLIA high complexity laboratory is more or less 

19 careful about the components and ingredients of 

20 laboratory-developed tests than a person who is 

21 selecting yogurt?

22      A.  I think you're asking me if components can be 
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1 interchangeable like yogurt can be.

2      Q.  I'm not.  

3      A.  Okay.  I'm sorry, I don't understand what 

4 you're asking me.

5      Q.  I'm asking about the level of care those two 

6 people are taking.  Is one higher than the other?

7          MR. HORNE:  Vague, incomplete hypothetical.  

8      A.  I don't know.  

9 BY MR. HANKINSON:  

10      Q.  You don't have an opinion one way or the other 

11 on that?

12      A.  No.  

13      Q.  You think it's entirely plausible that an 

14 individual selecting what kind of yogurt to buy is 

15 paying exactly the same amount of attention and care 

16 that a person in a high complexity CLIA lab environment 

17 is paying to the components and ingredients in a 

18 laboratory-developed test, despite one environment being 

19 highly regulated and requiring that they know exactly 

20 what the ingredients are to a high degree of certainty, 

21 as you told me earlier?  You think the same applies to a 

22 decision as to yogurt?
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1          MR. HORNE:  Vague, incomplete hypothetical.  

2      A.  So -- I really am struggling to try to answer 

3 your question with this analogy with a yes or no 

4 question.  It's not -- I don't have a yes or no answer.

5 BY MR. HANKINSON:

6      Q.  What is your answer?  

7      A.  Let's make an analogy of -- 

8      Q.  No.  I'd like you to stick with my question.  

9      A.  I'm trying to find -- yogurt is a component, 

10 something you might buy.  I may or may not care about 

11 what brand.  Let's say I do.  Let's say I always buy 

12 Dannon, every time I go to the store I buy Dannon 

13 yogurt.  I don't even pay attention.  I go and pick it 

14 up and buy it.  At a point -- 

15      Q.  I asked you to pick an example where you would 

16 go into a situation in your daily life --

17      A.  Yes.

18      Q.  -- where you did not have a specific brand in 

19 mind.  

20      A.  So you're saying interchangeable, I could 

21 change my mind?  Is that what you're saying?  

22      Q.  I'm saying where you go into the buying 
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1 situation not having a particular brand in mind and 

2 there will be multiple brands to choose from, and you 

3 chose yogurt.  Do you want to choose something else?  

4      A.  The -- I think you're trying to ask me if 

5 components can be interchangeable and not be --

6      Q.  Please stop trying to guess at what I'm trying 

7 to get at, and listen to my questions.  I'm not asking 

8 about the interchangeability of components.  

9      A.  Okay.  

10      Q.  Okay.  

11          MR. HORNE:  If you need clarification, ask.  

12          THE WITNESS:  Okay.  

13 BY MR. HANKINSON:  

14      Q.  Do you want to select a different example of a 

15 common situation in your daily life where you go into 

16 the decision of whether to buy something without a 

17 specific brand in mind and there will be multiple brands 

18 to choose from?

19      A.  No.  

20      Q.  So yogurt is an okay example?

21      A.  Yes.  That's fine.

22      Q.  And we're going to talk about a person such as 



5/12/2015 I llumina, Inc. v. Meridian Bioscience, Inc. Naomi O'Grady
Confidential - Pursuant to Protective Order

www.DigitalEvidenceGroup.com Digital Evidence Group C'rt 2015 202-232-0646

Page 140

1 yourself who is not addicted to Dannon and might buy 

2 various kinds of yogurt they don't know yet.  

3      A.  Okay, yes.  

4      Q.  There is a certain level of care that they will 

5 take in making that decision?

6      A.  Yes.

7      Q.  There's a certain level of care that a person 

8 using a molecular laboratory-developed test in a CLIA 

9 high complexity laboratory will take in selecting the 

10 components, ingredients of a laboratory-developed test.  

11 Yes?

12      A.  Yes.

13      Q.  I'm asking you to compare whether one level of 

14 care is higher than the other.  

15      A.  Yes.  It's higher.

16      Q.  Which one is higher?

17      A.  An LDT is higher.  

18          MR. HORNE:  Let me know when we are close to 

19 break time.

20          MR. HANKINSON:  We can take a break if this is 

21 good.  

22          MR. HORNE:  I was going to suggest we take a 
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1 lunch break.  I have stuff being brought in; so...

2          MR. HANKINSON:  Thank you, I appreciate that.  

3          (Luncheon Recess was taken from 12:22 until  

4          1:09 p.m.)

5 BY MR. HANKINSON:

6      Q.  In your opinion do you think that the Trademark 

7 Trial and Appeal Board that will decide this case should 

8 view the consumers of Research Use Only labeled kits and 

9 the consumers of diagnostic products as the same market 

10 segment or different market segments?

11          MR. HORNE:  Calls for legal conclusion, vague.  

12      A.  I believe that the same market segment uses 

13 both products, IVD-labeled and RUO-labeled.

14 BY MR. HANKINSON:

15      Q.  For the same market segment, in your opinion?

16      A.  Yes.  

17          MR. HANKINSON:  I'm going to mark Exhibit T.  

18          (O'Grady Exhibit T was marked for 

19          identification)

20 BY MR. HANKINSON:  

21      Q.  Exhibit T is another news article produced in 

22 this litigation by Illumina, and it's dated January 
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1 15th, 2013.  

2          Do you see that?  

3      A.  Yes.  

4      Q.  The title is Illumina CEO Jay Flatley on 

5 Diagnostics, the $1K Genome and China; right?

6      A.  Yes.  

7      Q.  If you flip through the article, review it, 

8 there's a question and answer session between Xconomy, 

9 the publication, and Illumina's CEO Mr. Flatley.  Right?  

10      A.  Yes, I see that.  

11      Q.  And we already established that you're not 

12 aware of any situation where Illumina has retracted or 

13 withdrawn any statements made by Mr. Flatley to the 

14 public; right?  

15      A.  I don't know of any.  

16      Q.  And if you could look at the page that's marked 

17 5 of 8 in internal numbers or ILLUM-1566.  

18      A.  Okay.  

19      Q.  There is a question from Xconomy designated 

20 with an X about midway down the page that says "So there 

21 was a recent price increase for diagnostic customers, 

22 compared with standard academic research labs."
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1          Do you see that question?  

2      A.  Yes.

3      Q.  And Illumina's CEO Jay Flatley answered, 

4 "pricing for our RUO, Research Use Only, kit is 

5 different than for diagnostic customers.  They are 

6 separate market segments.  The diagnostic group does 

7 their pricing based on whatever the cost is of the 

8 infrastructure."

9          Did I read that correctly?  

10      A.  Yes.  

11      Q.  Do you think that Mr. Flatley was being 

12 misleading in any way when he said they are separate 

13 market segments?

14      A.  I don't think the statement is entirely 

15 accurate.  

16      Q.  If you could look at Exhibit M, your rebuttal 

17 declaration, please turn to paragraph 37.  In paragraph 

18 37 through the end of your declaration, your rebuttal 

19 declaration, you discuss the registrations and 

20 applications of Illumina's trademarks at issue and 

21 Meridian's trademarks at issue.  Right?

22      A.  Yes.  
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1      Q.  And you react to statements from Dr. Vecheslav 

2 Elagin regarding the recitations of products and 

3 services that are in those applications and 

4 registrations; right?

5      A.  Yes.

6      Q.  In paragraph 37 you say you disagree with 

7 Dr. Elagin, E-L-A-G-I-N.  He says that the recitations 

8 in Illumina's applications are extremely vague, and you 

9 disagree.  You say they are not vague; right?  

10      A.  Yes.  

11      Q.  You, in your rebuttal declaration, do not 

12 describe any particular educational background that you 

13 have that would give you a superior viewpoint in 

14 interpreting the recitations, do you?  

15      A.  No.  

16      Q.  You do not in your rebuttal declaration go into 

17 any of your professional experience that would give you 

18 a superior point of view regarding the meaning of 

19 Illumina's recitations; right?

20      A.  No.

21      Q.  And Illumina applied for registration of the 

22 name Illumina first in the year 2000; right?
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1      A.  I'm not clear on the exact dates of when that 

2 happened.  

3      Q.  That didn't make a difference to you in 

4 offering your interpretations of Illumina's applications 

5 and registrations?

6      A.  To their vagueness, no.

7      Q.  To any of it.  It didn't matter to you when 

8 Illumina had applied with the recitation of goods and 

9 services that you are interpreting in this rebuttal 

10 declaration.  

11      A.  The date matters.

12      Q.  You said you didn't know when the date is.  

13      A.  I know that it was before the -- Meridian's 

14 date.  I know it was before that.  

15      Q.  But you don't know what year it was?

16      A.  I don't recall.

17      Q.  And you don't know how long before Meridian's 

18 application the first registrations of Illumina were 

19 filed?

20      A.  I don't recall.

21      Q.  You didn't state it in your rebuttal 

22 declaration?
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1      A.  No.

2      Q.  And you didn't state it as a basis for any of 

3 the interpretations of those recitations in your 

4 rebuttal declaration?

5      A.  No.

6      Q.  So you interpreted Illumina's recitations from 

7 the perspective of Naomi O'Grady without regard to when 

8 they were filed.  Is that accurate?

9      A.  Yes.  

10      Q.  You did not attempt to interpret the 

11 recitations from the perspective of someone who is a 

12 consumer in any particular market as of the year 2000 

13 specifically; is that correct?

14      A.  I -- Yes, I believe that's correct.  

15      Q.  In paragraph 38 you discuss a recitation of 

16 goods in Meridian's Illumigene and Illumigene Molecular 

17 Simplified and design registrations; right?

18      A.  Yes.  

19      Q.  And you note that Dr. Elagin says that one 

20 would interpret this to mean an amplification detection 

21 test for microbial, viral, or other disease-causing 

22 agent.  That's sort of your setup.  You're saying what 
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1 Dr. Elagin said; right?

2      A.  Uh-huh.

3      Q.  Then you say "I disagree with the statement";  

4 right?  

5      A.  Yes.

6      Q.  And you go on, "To the contrary, there are 

7 gastrointestinal, urinary, and respiratory diseases that 

8 are not caused by microbial, viral, or other 

9 disease-causing agent.  These would include diseases 

10 that are inherited, have a genetic susceptibility and/or 

11 are acquired through somatic genetic mutations, such as 

12 cystic fibrosis, chronic obstructive pulmonary disease 

13 (COPD), stomach cancer, bladder cancer, colon cancer, 

14 and lung cancer."

15          That's your explanation for why you disagree; 

16 right?  

17      A.  Yes.  

18      Q.  Are you aware of a kit that would diagnose 

19 cystic fibrosis, chronic obstructive pulmonary disease, 

20 stomach cancer, bladder cancer, colon cancer, or lung 

21 cancer in 2008?  

22      A.  Yes.  
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1      Q.  And by "kit" do we both understand it to be a 

2 complete set of the required components to diagnose that 

3 disease in and of itself?

4      A.  Yes.

5      Q.  What is that kit?  

6      A.  There are kits available for cystic fibrosis 

7 testing from a variety of providers.

8      Q.  You said they are available.  Were they 

9 available in 2008?

10      A.  Yes.  

11      Q.  In paragraph 39 you take issue with 

12 Dr. Elagin's statement that one would recognize that 

13 nothing in Meridian's trademark registrations and 

14 applications refers to any good or service that would 

15 use random array technology; right?

16      A.  Yes.  

17      Q.  And you say you disagree with respect to the 

18 Illumigene registrations; right?  

19      A.  Yes.  

20      Q.  And you explain that your reason for 

21 disagreeing is that molecular assays for use in disease 

22 testing and treatment of gastrointestinal, viral, 
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1 urinary, respiratory, and infectious diseases could be 

2 used with microarray or random array technology.  That's 

3 your reason for disagreeing?

4      A.  Yes.  

5      Q.  What molecular assays are you referring to that 

6 were on the market in 2008?  

7      A.  So the bead technology from Illumina, as well 

8 as -- I'm just going to focus on Illumina.  Illumina's 

9 bead technology, the BeadXpress was capable of detecting 

10 all of these disease types.  It's a random array 

11 technology.  

12          In addition to that, the BeadChip platform was 

13 capable of detecting these molecular assays as well.  

14      Q.  In 2008 Illumina did not yet have IVD clearance 

15 for BeadXpress; correct?

16      A.  No, they did not.  

17      Q.  Therefore, it would not be a diagnostic kit 

18 available in the market for clinical diagnostics; 

19 correct?  

20      A.  That's true.  

21      Q.  In paragraph 40 of your rebuttal declaration 

22 you take issue with Dr. Elagin's understanding of the 
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1 word "random" in Illumina's Registration Number 2471539; 

2 right?

3      A.  Yes.  

4      Q.  You disagree with him?

5      A.  Yes.  

6      Q.  So there is a difference of opinion about what 

7 that means?  

8      A.  Yes.  I disagree with Dr. Elagin on that.  

9      Q.  And someone who is deciding what that means 

10 would need to choose between your interpretation and his 

11 interpretation; right?  

12      A.  Yes.

13      Q.  So although you say that the recitation is not 

14 vague, that's because you have an opinion of what it 

15 means.  But someone else does have a different opinion, 

16 and he also has credentials and experience that are 

17 related to this area of technology, and so it is 

18 susceptible to two different interpretations; right?

19      A.  No, I disagree.

20      Q.  You would like the Trademark Trial and Appeal 

21 Board to look at your interpretation as Naomi O'Grady as 

22 of the current date and decide not only that your 
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1 interpretation is the appropriate one to apply in this 

2 case but also that Dr. Elagin's interpretation is so 

3 wrong that there is not even a difference of opinion.  

4 That's what you think is the case?  

5          MR. HORNE:  With respect to random array?  

6      A.  I believe that he is not correct in his 

7 understanding of what random array means.  

8 BY MR. HANKINSON:  

9      Q.  Could you answer my question.  

10      A.  I can't recall if -- the way it was phrased to 

11 answer yes or no.  

12          MR. HANKINSON:  Would you mind reading it back.  

13          (Question was read)

14      A.  Yes.  

15 BY MR. HANKINSON:  

16      Q.  And you hold that opinion, even though 

17 Dr. Elagin has a longer professional career than you and 

18 more specifically applicable education in this field?

19          MR. HORNE:  Lacks foundation, vague and 

20 argumentative.  

21      A.  The statements you just made about Dr. Elagin 

22 does not change my opinion.  
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1 BY MR. HANKINSON:  

2      Q.  In paragraph 41 of your rebuttal declaration 

3 you say that "Dr. Elagin also states that microarray 

4 technology is completely different from the Illumigene 

5 technology, which utilizes a single analyte 

6 amplification and detection by turbidimetry."

7          Do you see that?  

8      A.  Yes.  

9      Q.  Then you say, "With respect to the single 

10 analyte portion of this statement, there is nothing in 

11 the Illumigene recitations that limits the described 

12 goods to detection of a single analyte."  

13          So that's a disagreement that you're stating?  

14      A.  Yes.

15      Q.  You understand that the interpretation of a 

16 product and service recitation in a trademark matter is 

17 not like a patent claim where you interpret its breadth 

18 and anything that falls within it is within it and 

19 anything that falls out of it is out of it, but rather 

20 you're looking to see what it would mean to a relevant 

21 consumer at the time of the application.  

22          Does that make sense?  
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1          MR. HORNE:  Argumentative, calls for legal 

2 conclusion.  

3      A.  I don't have opinions about how patents are 

4 evaluated to react to your statement.  

5 BY MR. HANKINSON:  

6      Q.  In interpreting the product and service 

7 recitations in the applications and registrations in 

8 this case, you make statements like this one:  

9          That there is nothing in this recitation that 

10 would exclude in this example detection of a single 

11 analyte or in other examples that would exclude certain 

12 uses of products.  

13          Do you understand what I'm saying?  

14      A.  Yes.  I state that.  

15      Q.  And so your recitation interpretation is 

16 stating the broadest interpretation possible of the 

17 recitation, because you take issue each time someone 

18 says it means something by saying, well, it could 

19 include this or it could include that.  So you're 

20 including in that recitation's meaning anything that it 

21 could include.  Do you follow me?

22          MR. HORNE:  Vague, argumentative, calls for 
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1 legal conclusion.  

2      A.  The words in the recitation don't include or 

3 exclude anything about the number of analytes in the 

4 assay.  

5 BY MR. HANKINSON:

6      Q.  And anything that technically could be included 

7 you are saying is part of the recitation?

8      A.  I'm disagreeing with the statement that 

9 the -- I'm disagreeing with the statement of specifying 

10 it to mean single analyte, because it doesn't state 

11 that.  

12      Q.  It doesn't state it one way or the other is 

13 what you're saying?

14      A.  It does not state it one way or the other.

15      Q.  So you're saying when it doesn't state 

16 something one way or the other it should be interpreted 

17 to include anything that's not excluded?

18          MR. HORNE:  Vague, calls for legal conclusion.  

19      A.  I'm just stating the fact that it doesn't say 

20 single analyte.  

21 BY MR. HANKINSON:

22      Q.  You didn't make any attempt to get inside the 
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1 head of a relevant consumer at the time of the 

2 application and interpret what the language would mean 

3 to them, but rather you're saying to me this does not 

4 specifically include -- exclude a single item analyte?

5      A.  Yes.

6      Q.  In paragraph -- later on in paragraph 41 you 

7 say, "With respect to the turbidimetry portion of his 

8 statement, there is nothing in the Illumigene 

9 recitations that limits the described goods to the use 

10 of turbidimetry."  Right?

11      A.  Yes.

12      Q.  And that's the same issue.  You're saying there 

13 is nothing in the recitation that limits it from your 

14 perspective, interpreting the words now; right?  

15      A.  Yes.  

16      Q.  In paragraph 41 Dr. Elagin makes reference to 

17 the Illumigene technology.  Do you see that?  

18      A.  Yes.  

19      Q.  And then you take issue with his interpretation 

20 by saying that there is nothing in the Illumigene 

21 recitations that supports what he's saying; right?

22      A.  Yes.



5/12/2015 I llumina, Inc. v. Meridian Bioscience, Inc. Naomi O'Grady
Confidential - Pursuant to Protective Order

www.DigitalEvidenceGroup.com Digital Evidence Group C'rt 2015 202-232-0646

Page 156

1      Q.  So do you think that an interpretation of a 

2 recitation that depends upon an explanation of actual 

3 products in the market is flawed in some way?

4          MR. HORNE:  Lacks foundation, argumentative, 

5 calls for legal conclusion, vague.  

6      A.  I don't understand your question.  

7 BY MR. HANKINSON:  

8      Q.  Dr. Elagin was talking about the Illumigene 

9 technology; right?

10      A.  Yes.

11      Q.  And that has an existence in the world as a 

12 product; right?

13      A.  Yes.

14      Q.  He was making a statement about that and 

15 interpreting the recitations in the trademark 

16 applications and registrations?

17          MR. HORNE:  Lacks foundation, argumentative.  

18      A.  I believe this is his interpretation.

19 BY MR. HANKINSON:

20      Q.  Uh-huh.  "Yes"?

21      A.  Yes.  

22      Q.  And then you say, "Well, the recitations don't 
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1 limit it to what Dr. Elagin is saying about the 

2 technology"; right?

3      A.  That's correct.  

4      Q.  And so then my question is so do you think 

5 there is something flawed about interpreting recitations 

6 like the ones that you're interpreting here by reference 

7 to what the marketed technology of a product is, or do 

8 you think that's an okay way to potentially interpret 

9 the recitations, is to look at the actual products?  

10          MR. HORNE:  Lacks foundation, calls for legal 

11 conclusion.  

12      A.  Yes.  I believe that it's limiting to the 

13 interpretation to provide a specific example that 

14 generalizes.

15 BY MR. HANKINSON:  

16      Q.  It's limiting to the interpretation to provide 

17 a specific example that generalizes?  

18      A.  Meaning the only solution -- the Illumigene 

19 technology as described here is not the only solution 

20 that could be described by the recitation.  It could 

21 also be a microarray or a multi-analyte assay.

22      Q.  In paragraph 42 you take issue with 



5/12/2015 I llumina, Inc. v. Meridian Bioscience, Inc. Naomi O'Grady
Confidential - Pursuant to Protective Order

www.DigitalEvidenceGroup.com Digital Evidence Group C'rt 2015 202-232-0646

Page 158

1 Dr. Elagin's statement that "Illumina-branded products 

2 are in a different field of endeavor with different 

3 consumers, consumers who are looking not for ready-made 

4 IVD tests and locked IVD software on readers of those 

5 tests, but rather for open platform research equipment 

6 that customers can tweak, certainly RUO products, not 

7 IVD products."

8          Do you see that?  

9      A.  Yes.  

10      Q.  You say, "This statement is incorrect because 

11 Illumina-branded products are not only bought by 

12 consumers looking for open platform research equipment, 

13 rather Illumina-branded products are also purchased by 

14 labs that develop diagnostic tests."  Right?

15      A.  Yes.  

16      Q.  But a lab that develops a diagnostic test 

17 develops that test itself; right?

18      A.  Yes.

19      Q.  It has to take responsibility for the 

20 development and validation of that test; right?

21      A.  Yes.

22      Q.  And the validation of the equipment and 
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1 components that are used in the laboratory-developed 

2 test; right?

3      A.  Yes.

4      Q.  And Illumina is not permitted to market its 

5 RUO-labeled products for specific purposes in diagnosing 

6 disease in humans through those laboratory-developed 

7 tests.  It has to leave that to the laboratory; right?

8      A.  Yes.  

9      Q.  So a laboratory that's buying the 

10 Illumina-branded products that you're talking about for 

11 developing diagnostic tests would need a platform that 

12 they can use to make a test; right?

13      A.  Yes.

14      Q.  They need to tweak it?

15          MR. HORNE:  Lacks foundation, argumentative.  

16 BY MR. HANKINSON:  

17      Q.  Let me state it this way.  It's not a kit.  

18 It's a platform.  

19      A.  Yes.  

20      Q.  Then you say, "And, as explained in my and Ms. 

21 Possemato's original declarations in this matter, 

22 Illumina sells FDA-cleared IVD products."
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1          Now, that's a statement as of the current date; 

2 right?

3      A.  Yes.  

4      Q.  Not as of the date of the applications and 

5 recitations for the Illumina brand in the year 2000?

6      A.  Yes.  Illumina did not have approval in 2000.

7      Q.  Illumina did not have FDA approval until 

8 September 2009 for any product; correct?

9      A.  Yes.  That's right.  

10      Q.  Do you know that that is after Meridian's 

11 application for the Illumigene brand?

12      A.  I don't know the exact date of the Illumigene 

13 brand.

14      Q.  You don't know one way or the other?

15      A.  No.  

16      Q.  And so that did not matter to you in 

17 interpreting the recitations?

18      A.  No.  

19      Q.  In paragraph 43 of your rebuttal declaration 

20 you say, "As explained above, since at least 2007 

21 Illumina's products have been selected by CLIA certified 

22 labs for use in LDTs."
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1          Did you use the verb "selected" instead of 

2 "purchased" because they can't legally be marketed for 

3 that purpose, but they can legally be selected after 

4 purchase to be used in LDTs?

5      A.  No.  

6      Q.  Why didn't you use the term "purchased"?

7      A.  No particular reason.  

8      Q.  But in 2007 those products could not have been 

9 marketed by Illumina for a diagnostic purpose; right?

10      A.  Yes.  

11      Q.  Then you say, "Consumers that create LDTs are 

12 often also purchasers of IVD products"; right?

13      A.  Yes.  

14      Q.  You do not, in this paragraph or elsewhere in 

15 your rebuttal declaration, provide the total number of 

16 purchasers in the market that you are discussing, do 

17 you?

18      A.  I do not.  

19      Q.  And you do not anywhere in this paragraph or 

20 anywhere else in your rebuttal declaration provide the 

21 number of consumers that both create LDTs and purchase 

22 IVD products?
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1      A.  No, I do not.  

2      Q.  So this is a use of the word "often" that's not 

3 supported by any data through which you would have a 

4 percentage.  It's susceptible to interpretation what 

5 "often" means in this sentence?  

6      A.  Yes.

7      Q.  In paragraph 44 you state, "For this same 

8 reason, Dr. Elagin is incorrect when he states in 

9 paragraph 14 that the random array technology described 

10 in this recitation implies such open platform research 

11 equipment that is used by consumers, separate and 

12 distinct from the ready-made kits identified in 

13 Meridian's Illumigene recitations.  Nothing in the 

14 recitation in Illumina's Registration Number 2471539 

15 says that the developed goods would only be used for 

16 research."

17          Do you see that?  

18      A.  Yes.  

19      Q.  So in order for the meaning of that recitation 

20 to exclude -- let me start again.  

21          It's not that the description that you're 

22 discussing, the recitation that you're discussing says 
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1 that the products being described would be used outside 

2 of research.  Rather, you're saying it doesn't say that 

3 they wouldn't be used outside of research.  Do I have 

4 that right?  

5      A.  I'm having a hard time following the different 

6 negatives counteracting each other in order to 

7 understand your statement.  

8      Q.  You say nothing in the recitation in Illumina's 

9 Registration Number 2471539 says that the developed 

10 goods would only be used for research; right?  

11      A.  Yes.  That's what I say.

12      Q.  And so before you would interpret that 

13 recitation to be limited to research, you would be 

14 looking for a specific statement that this can only be 

15 used in research; is that right?

16          MR. HORNE:  Mischaracterizes testimony, 

17 argumentative.  

18      A.  I don't understand what you're saying.  

19 BY MR. HANKINSON:  

20      Q.  In the last two sentences of paragraph 44 you 

21 say, "In addition, nothing in the recitation in 

22 Illumina's Registration Number 2471539 says that the 
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1 recitation would only be used for open platform use.  

2 Instead, the recitation could be for targeted 

3 applications."

4          Do you see that?  

5      A.  Yes.  

6      Q.  What did you mean by "targeted applications"?  

7      A.  That the technology could be applied for a 

8 specific purpose to answer a question.  

9      Q.  What about that recitation made you think that 

10 it meant targeted applications?  

11      A.  I'm just stating that it doesn't -- it doesn't 

12 limit it to open platform use.

13      Q.  You're not giving the opinion that it means 

14 targeted applications.  You're giving an opinion that it 

15 doesn't exclude them?

16          MR. HORNE:  Vague, argumentative.  

17      A.  I'm saying it does not include or exclude 

18 either.  It doesn't state specifically open platform 

19 use.

20 BY MR. HANKINSON:  

21      Q.  So it could be interpreted to be either?

22      A.  It could be either.  
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1      Q.  And yet you say that it's not vague?

2          MR. HORNE:  Argumentative.  

3      A.  Yes, I say that.  

4 BY MR. HANKINSON:  

5      Q.  In paragraph 45 you take issue with 

6 Dr. Elagin's interpretation of Illumina's Registration 

7 Number 2756703, and you set out the product 

8 recitation --

9      A.  Uh-huh, yes.

10      Q.  -- from that registration.  

11          And then you say that in paragraph 16 

12 Dr. Elagin states that that recitation describes types 

13 of equipment that are used in the scientific research.  

14          And you say, "To the extent Dr. Elagin is 

15 suggesting that the recitation describes types of 

16 equipment that are only used in scientific research, he 

17 is wrong.  To the contrary, the goods described in this 

18 recitation could be purchased by a diagnostic laboratory 

19 for use in LDTs and have been purchased extensively by 

20 customers who develop LDTs."  Right?  

21      A.  Yes.

22      Q.  If you were trying to write a product 
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1 description that would inform the Patent and Trademark 

2 Office that you wanted to market diagnostic products and 

3 products that can be purchased by a diagnostic 

4 laboratory for use in laboratory-developed tests, don't 

5 you think it would be a good idea to say so?

6          MR. HORNE:  Calls for legal conclusion, 

7 argumentative.  

8      A.  I don't have an opinion on that.  

9 BY MR. HANKINSON:  

10      Q.  Your interpretation is that this language from 

11 the Registration 2756703 could include this use of such 

12 equipment by a diagnostic laboratory for use in a 

13 laboratory-developed test; right?

14          MR. HORNE:  Mischaracterizes testimony, vague.  

15      A.  The description could describe a product that 

16 would be used for that purpose, yes.  

17 BY MR. HANKINSON:  

18      Q.  And you didn't know when this was written when 

19 you wrote your rebuttal declaration?

20      A.  I know -- 

21      Q.  It was before Meridian -- 

22      A.  I know loosely the time frame.  The specific 
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1 years I couldn't recite for you.

2      Q.  Well, what's loosely the time frame?

3      A.  In the 2000 plus time frame.  If it was 

4 precisely '99 or 2000, I don't know.  

5      Q.  You're not just saying that because I already 

6 said that today?

7      A.  No.

8      Q.  So in 2000 through 2006 are you aware of 

9 products branded Illumina that were used in diagnostic 

10 laboratories?

11      A.  No, I'm not aware of that.  

12      Q.  And do you know that between 2000 and 2006 

13 Illumina told the Patent and Trademark Office that it 

14 had used the trademarks as described in the 

15 registrations?

16          MR. HORNE:  Lacks foundation.  

17      A.  I started at Illumina in 2007.  I don't know 

18 about -- anything about that.  

19 BY MR. HANKINSON:

20      Q.  So none of that transpiring had any impact on 

21 your interpretation of the meanings of the recitations 

22 in your rebuttal declaration?



5/12/2015 I llumina, Inc. v. Meridian Bioscience, Inc. Naomi O'Grady
Confidential - Pursuant to Protective Order

www.DigitalEvidenceGroup.com Digital Evidence Group C'rt 2015 202-232-0646

Page 168

1      A.  No.

2          MR. HANKINSON:  I'm going to mark Exhibit U.  

3 Unfortunately -- I apologize -- I only have this clean 

4 copy.  I'm going to have to impose on you to share, or 

5 we could copy it if you want.  

6          MR. HORNE:  We'll do our best to share and see 

7 how it goes.

8          (O'Grady Exhibit U was marked for 

9          identification)

10 BY MR. HANKINSON:  

11      Q.  I'll talk about it while you look, if you don't 

12 mind.  

13          This is -- Exhibit U is a chart that my office 

14 made of the product and service recitations for 

15 Illumina's and Meridian's applications and registrations 

16 that are at issue in this case.  

17          So you'll see on the left-hand side of the 

18 chart there is Illumina marks that include Illumina, 

19 Illumina, Illumina, IlluminaDX and IlluminaDX and on the 

20 right-hand side of the chart there are Meridian marks 

21 Illumipro, Illumipro-10, Illumigene, and Illumigene 

22 Molecular Simplified & design.  
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1          This puts in one place the recitations from all 

2 those different registrations and applications.  Do you 

3 understand?  

4      A.  Yes.  

5      Q.  So I want to ask you about the recitations, and 

6 we can use Exhibit U so that we see the actual language 

7 that's in them.  

8      A.  Okay.  

9      Q.  If you look at Illumina's Registration Number 

10 2471539, after class 40 there is a recitation.  Are you 

11 with me?

12      A.  Yes.

13      Q.  And it says, "Developing to the order and 

14 specification of others, biological and/or chemical 

15 sensing systems which use random array technology to 

16 identify inorganic and organic molecules, compounds, and 

17 substances."  Okay?

18      A.  Yes.  

19      Q.  The words "to the order and specification of 

20 others," do you understand that to mean someone else is 

21 directing Illumina in, you know, how to develop the 

22 biological and/or chemical sensing system?
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1      A.  No.  

2      Q.  Someone else has to give the order and 

3 specification; right?

4      A.  Yes.  

5      Q.  And then this is a service of developing that 

6 biological and/or chemical sensing system to the order 

7 and specification of that other party; right?

8      A.  Yes.

9      Q.  And the biological and/or chemical sensing 

10 systems described in this recitation use random array 

11 technology; right?

12      A.  Yes.

13      Q.  If you'd look in the four Meridian marks, 

14 Illumipro and Illumipro-10 both start by saying 

15 diagnostic machine; right?

16      A.  Yes.

17      Q.  And Illumigene and Illumigene Molecular 

18 Simplified & design each start with diagnostic kits; 

19 right?

20      A.  Yes.

21      Q.  So these are products, machines and kits that 

22 are being sold; right?
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1      A.  I assume they are being sold, yes.

2      Q.  They don't say that it's a service of 

3 developing something to the order and specification of 

4 others; right?

5      A.  The words on the page do not say that.  

6      Q.  And there are other words that you want to 

7 refer to, other than those on the page?

8      A.  No.  I'm telling you what it literally says.  

9 It does not say that.  

10      Q.  Right.  And there is no such service being 

11 offered, in other words?

12      A.  I don't know that to be true or not.  

13      Q.  You can't interpret that language, whether or 

14 not it does or does not?  

15      A.  Yes.  That's true.  I cannot do that.  

16          MR. HORNE:  Object to the last question being 

17 vague.  

18 BY MR. HANKINSON:  

19      Q.  That's interesting.  So you can't interpret 

20 whether the product recitations in these four include a 

21 service of developing to the order and specification of 

22 others particular sensing systems?  You can't even say 



5/12/2015 I llumina, Inc. v. Meridian Bioscience, Inc. Naomi O'Grady
Confidential - Pursuant to Protective Order

www.DigitalEvidenceGroup.com Digital Evidence Group C'rt 2015 202-232-0646

Page 172

1 one way or the other?

2      A.  I'm sorry, which one specifically?  

3      Q.  These four.  

4      A.  The four.  The fourth one on here that says 

5 Illumina Molecular Simplified & design, I -- it could 

6 imply that they are designing something for someone.  It 

7 doesn't specify if it is or not.  

8      Q.  It doesn't say they are designing something, 

9 does it?

10      A.  It just says design.  

11      Q.  Where does it say design?

12      A.  In the title.  

13      Q.  Oh, you're referring to "& design"?

14      A.  Yeah.  

15      Q.  I can represent to you that "& design" means 

16 like a figure, an icon or a design that goes along with 

17 the words in the trademark.  So exclude that --

18      A.  Okay.  

19      Q.  -- and look at the recitation.  

20      A.  It doesn't say anything about whether there is 

21 any sort of custom capability or not.  It doesn't say 

22 anything about that.  
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1      Q.  Well, it doesn't say that they are selling 

2 custom design, does it?

3      A.  No, it does not say that.

4      Q.  Whereas Illumina's Registration 2471539 says 

5 they are selling the developing to the order and 

6 specification of others these sensing systems; right?

7      A.  Yes.

8      Q.  Look at Illumina's Registration Number 2632507.  

9      A.  Yes.

10      Q.  Well, actually, by the way, looking at that 

11 recitation, do you have any understanding of what that 

12 referred to in the year 2000 to 2003 that Illumina 

13 actually made?  

14          MR. HORNE:  Vague, lacks foundation.  

15      A.  I am -- I don't know.  

16 BY MR. HANKINSON:  

17      Q.  Are you aware of, like, custom-installed 

18 genetic sequencing equipment that cost $500,000 or more 

19 made in that time frame by Illumina?  

20      A.  I'm not aware.  

21      Q.  And so that didn't enter at all into your 

22 interpretation of Illumina's recitations in your 
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1 rebuttal declaration?

2      A.  No.

3      Q.  If you look at Illumina Registration Number 

4 2632507, there is two recitations.  I want to take them 

5 separately.  

6          The first one starts with Class 1.  

7      A.  Okay.

8      Q.  Do you see it?

9      A.  Yes.

10      Q.  It says, "chemicals, namely reagents, for 

11 scientific or medical research use for analyzing cells, 

12 proteins, nucleic acids and other molecules of 50 to 

13 10,000 daltons" -- that's D-A-L-T-O-N-S -- "sequencing 

14 DNA, genotyping, gene expression, profiling, and high 

15 throughput screening."  Right?

16      A.  Yes.  

17      Q.  And so the product in this recitation is 

18 reagents for scientific or medical research use, and 

19 then it specifies the uses; right?

20      A.  Yes.

21      Q.  Then if you look at Class 42 under the same 

22 Registration Number, it says "Scientific and medical 
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1 research, namely analysis of cells, proteins, nucleic 

2 acids and other molecules of 50 to 10,000 daltons, 

3 sequencing DNA, genotyping, gene expression profiling, 

4 and high throughput screening."  Right?

5      A.  Yes.  

6      Q.  And so the service here is scientific and 

7 medical research of the type described; right?

8      A.  The word "service," I don't understand what you 

9 mean by that.

10      Q.  Is the product or service that's being 

11 described by the second recitation here after Class 42, 

12 scientific and medical research, that's what's being 

13 sold and that's more specifically described after 

14 "namely"?  

15      A.  The statement specifies the segment there as 

16 scientific and medical research.  I don't think you can 

17 actually sell research.  It doesn't make sense.  What 

18 you just said didn't make sense to me.  

19      Q.  So if Illumina in its Registration 2632507 told 

20 the Patent and Trademark Office that it was selling 

21 scientific and medical research of the type described 

22 after the word "namely," that would not make sense?  
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1          MR. HORNE:  Lacks foundation, calls for legal 

2 conclusion.  

3      A.  I interpret that to mean the application area.

4 BY MR. HANKINSON:  

5      Q.  So whatever is being sold here is being sold to 

6 the application area of scientific and medical research?  

7 That's your interpretation?

8      A.  That's what I understand for that class.  

9      Q.  Okay.  If you look back at the four Meridian 

10 marks in the column on the right -- again, the Illumipro 

11 and Illumipro-10 recitations begin with diagnostic 

12 machine; and Illumigene and Illumigene Molecular 

13 Simplified & design applications, the recitation begins 

14 with "diagnostic kits"; right?

15      A.  Yes.  

16      Q.  They do not purport to describe products for 

17 scientific or medical research use, right, but rather 

18 diagnoses?

19      A.  That's what it looks like, yes.  

20      Q.  And they do not purport to describe products or 

21 services being sold to the -- what did you call 

22 it -- the application area of scientific and medical 
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1 research, but, rather, diagnoses?

2      A.  I'm sorry, can you ask the question again?  

3      Q.  What did you call scientific and medical 

4 research after Class 42 in Registration Number 2632507?

5      A.  It looks like the segment where the technology 

6 is being applied, scientific and medical research.  

7      Q.  Okay.  

8      A.  It's defining an area and showing a type of 

9 methodology and technology after it.  

10      Q.  Within that area?

11      A.  Within that area.  

12      Q.  And the Illumipro, Illumipro-10, Illumigene, 

13 and Illumigene Molecular Simplified & design product 

14 recitations on the right-hand side of the chart do not 

15 specify that segment or application area?

16      A.  No.  It does not specify that.

17      Q.  Rather, it specifies that these are diagnostic 

18 machines and diagnostic kits; right?

19      A.  Yes.  That's what it says.

20      Q.  If you look at Illumina Registration Number 

21 2756703 -- 

22          MR. HORNE:  I don't know how long you'll be on 
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1 this one, but we could certainly use a break pretty 

2 soon.

3          MR. HANKINSON:  It shouldn't be too much 

4 longer.

5          MR. HORNE:  Okay.  

6 BY MR. HANKINSON:  

7      Q.  Actually if you could look at Registration 

8 Number 2632507 for a little bit more, that has the Class 

9 1 and the Class 42?

10      A.  Yeah.

11      Q.  Each of those -- well, the first says 

12 scientific or medical research use; right?

13      A.  I'm sorry, can you tell me again where I'm 

14 looking?  

15      Q.  Yeah.  Class 1 --

16      A.  Yeah.

17      Q.  -- in Registration 2632507 under Illumina, it 

18 uses the phrase for scientific "or" medical research 

19 use; right?

20      A.  Yes.

21      Q.  And the second recitation there says scientific 

22 "and" medical research use or research; right?
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1      A.  Yes.  

2      Q.  And so "scientific" and "medical" are two 

3 different words being used in each of these recitations; 

4 right?

5      A.  Yes.  

6      Q.  "Medical" being more specifically in the field 

7 of medicine and "scientific" being, you know, research 

8 and science.  They are two different things; right?

9      A.  Yes.  

10      Q.  Now, if you look at Registration Number 2756703 

11 for the trademark Illumina, after Class 9 it begins 

12 "scientific equipment and instruments"; right?

13      A.  Yes.  

14      Q.  And so if the same person is describing goods 

15 as the person who is, you know, describing -- let me 

16 start that over again.  

17          So "scientific" there, as opposed to "medical," 

18 means that this equipment and instrument is to be used 

19 for scientific purposes; right?  

20          MR. HORNE:  Vague.  

21      A.  I don't know.

22 ////////
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1 BY MR. HANKINSON:

2      Q.  But if "scientific" and "medical" have two 

3 different meanings so they are both used separately in 

4 Illumina's registrations from that time period, one 

5 would assume that "scientific" means something different 

6 from "medical," or else they wouldn't have used two 

7 different words?

8          MR. HORNE:  Lacks foundation, argumentative, 

9 calls for legal conclusion.  

10      A.  I don't know.  

11 BY MR. HANKINSON:

12      Q.  You can't say from looking at this recitation?

13      A.  Can't say what?  

14      Q.  You said you don't know.  You can't say what 

15 "scientific" means is what you're saying?

16          MR. HORNE:  Argumentative, mischaracterizes 

17 testimony.  

18 BY MR. HANKINSON:  

19      Q.  So I've mischaracterized it.  So you must be 

20 able to tell me what "scientific" means.  

21      A.  For me the statement "scientific equipment and 

22 instruments" is defining a broader spectrum of use.  
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1 It's not specifying research or medical.  It's just 

2 talking about science.  Both medicine and research use 

3 scientific equipment.  I don't exclude one or the other, 

4 based on what it says.

5      Q.  But that can't be what Illumina meant in 2000, 

6 because they said in Registration Number 2632507 

7 "scientific and medical research" under Class 42.  So if 

8 what you're saying it meant were true, they would not 

9 have said "and medical."

10          MR. HORNE:  Argumentative, lacks foundation.

11 BY MR. HANKINSON:  

12      Q.  Scientific research would have included 

13 medical?

14          MR. HORNE:  Done?  Argumentative, lacks 

15 foundation.

16 BY MR. HANKINSON:  

17      Q.  Right?  Sorry.  

18          MR. HORNE:  Argumentative, lacks foundation and 

19 calls for legal conclusion.  Try to interrupt that.  

20      A.  I don't know.  

21 BY MR. HANKINSON:  

22      Q.  Well, follow with me here.  Illumina in the 
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1 year 2000 submitted each of these three registrations; 

2 and Registration Number 2632507 in its second 

3 recitation, the one that follows Class 42, says 

4 "scientific and medical research."

5          You're with me there; right?  

6      A.  Yes.

7      Q.  If scientific meant both medical and other 

8 science, then there would be no reason to put "and 

9 medical."  It would just say scientific research, right, 

10 because that would include medical; right?

11          MR. HORNE:  Lacks foundation, calls for legal 

12 conclusion.  

13      A.  I don't know what was intended there.  

14 BY MR. HANKINSON:  

15      Q.  So you're trying to look at these recitations 

16 with your own interpretation as of the current date, and 

17 the use of scientific and medical in Registration 

18 2632507 just doesn't square with your understanding of 

19 what "scientific" means?  Is that what you're saying?

20          MR. HORNE:  Mischaracterizes the testimony, 

21 argumentative.  

22      A.  I'm sorry, I forgot what you asked me.  
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1          MR. HANKINSON:  Would you mind reading it back.  

2 Thank you.  

3          (Question was read)

4      A.  No.  

5 BY MR. HANKINSON:  

6      Q.  So look at the phrase in Registration Number 

7 2632507 after Class 42 --

8      A.  Yes.

9      Q.  -- where it says "scientific and medical 

10 research."

11      A.  Yes.

12      Q.  You have told me that your understanding of the 

13 word "scientific" includes medical and other stuff.  Do 

14 you still --

15      A.  Yes.

16      Q.  -- believe that?

17      A.  Yes.

18      Q.  Okay.  Someone at Illumina -- or excuse me.  

19 Illumina submitted this registration to the Patent and 

20 Trademark Office in 2000.  Okay?

21      A.  Okay.  

22      Q.  Illumina said "scientific and medical 
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1 research."

2      A.  Okay.  Yes.  

3      Q.  So the -- so Illumina, in making that 

4 submission, used "medical" as a distinct word that was 

5 added onto "scientific," scientific and medical 

6 research.  Right?

7      A.  Yes.  

8      Q.  So if Illumina in 2000 had the same view as you 

9 do today of the word "scientific" -- 

10      A.  Yes.

11      Q.  -- then it would not have used that phrase.  It 

12 would have just said "scientific research"; right?

13          MR. HORNE:  Lacks foundation, argumentative, 

14 calls for legal conclusion.  

15 BY MR. HANKINSON:

16      Q.  Because adding "and medical" would have been 

17 redundant?  

18          MR. HORNE:  Same objections.  

19      A.  I don't know what decisions were made and why 

20 at that time.  

21 BY MR. HANKINSON:  

22      Q.  You in your rebuttal declaration are telling 
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1 the Trademark Trial and Appeal Board what Illumina's 

2 product and service recitations mean, and you're 

3 disagreeing with Dr. Elagin's interpretations; right?

4      A.  Yes.

5      Q.  So you in your rebuttal declaration said "I 

6 have personal knowledge of the matters set forth herein 

7 and if called upon to testify I could and would 

8 competently testify thereto."  Right?

9      A.  Yes.  

10      Q.  So when you're interpreting Illumina's product 

11 and service recitations, I'm asking you to testify from 

12 your personal knowledge about those.  Can we agree that 

13 you'll do that?

14      A.  Yes.

15      Q.  So when you look at Registration Number 2632507 

16 after Class 42, Illumina in its registration used the 

17 phrase "scientific and medical research"; right?

18      A.  Yes.  

19      Q.  And if "scientific" included "medical," then 

20 the phrase "and medical" would have been redundant; 

21 right?

22          MR. HORNE:  Lacks foundation, argumentative, 
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1 calls for legal conclusion.  

2      A.  I don't have a different answer for you.  

3 BY MR. HANKINSON:  

4      Q.  You haven't given me an answer.  Would "and 

5 medical" be redundant if "scientific" meant what you're 

6 saying, that it included "medical"?  

7          MR. HORNE:  Same objections.  

8      A.  Not necessarily.  

9 BY MR. HANKINSON:  

10      Q.  Does the word "scientific" -- so you're saying 

11 "and medical" would not necessarily be redundant?  

12      A.  It could be qualifying or clarifying to call 

13 out a certain area specifically in addition to the 

14 broader area.

15      Q.  That's a good point.  So you can use "and" in 

16 order to clarify with the word after the "and" what the 

17 things prior to the "and" were meant to refer to; is 

18 that what you're saying?

19      A.  Yeah.  

20      Q.  So if you look at Illumigene's Registration 

21 Number 3868081, it says "diagnostic kits consisting of 

22 molecular assays for use in disease testing and 
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1 treatment of gastrointestinal, viral, urinary, 

2 respiratory, and infectious diseases."

3          Do you see that?  

4      A.  Yes.

5      Q.  And you have said in your rebuttal declaration 

6 that because some of the things prior to the "and" -- 

7 gastrointestinal, viral, urinary, and respiratory -- can 

8 include infectious diseases or inherited diseases that 

9 this must be broad enough to include both kinds.  That's 

10 your opinion in your rebuttal declaration; right?

11      A.  Yes.  

12      Q.  But if a word following "and" can be used to 

13 clarify in a limiting way what comes before it, then 

14 infectious diseases would be interpreted to clarify in a 

15 limiting way what came before it, and it would be 

16 limited to infectious diseases; right?

17      A.  I don't think I've said previously that use of 

18 the word "and" is necessarily limiting to apply it to 

19 other phrases.

20      Q.  You said that it could be.  

21      A.  I said that it could be clarifying.  I didn't 

22 say "limiting."  I didn't say "limiting."  
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1      Q.  Clarifying --

2      A.  Clarifying.  

3      Q.  -- what the prior terms before the "and" meant.  

4      A.  It could be.  

5      Q.  Okay.  And what you're doing, then, is 

6 interpreting that one way in Illumina's Registration 

7 2632507, in a different way in Illumigene's Registration 

8 Number 3868081.  

9          MR. HORNE:  Argumentative.  

10      A.  I don't think you asked me a question.  

11 BY MR. HANKINSON:  

12      Q.  Right?  

13      A.  I don't know.

14      Q.  You're not sure?

15      A.  I'm not sure.

16      Q.  But your opinion is that these product and 

17 service recitations are not vague?

18      A.  Yes.  That's my opinion.

19      Q.  So they are susceptible of only your 

20 interpretation and not others?  

21      A.  No.  

22      Q.  Well, "vague" means they are susceptible to 
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1 multiple interpretations; right?  

2          MR. HORNE:  Argumentative, lacks foundation.  

3      A.  I don't know -- I don't know.  

4 BY MR. HANKINSON:

5      Q.  Do you have a working definition of the word 

6 "vague" that you use?

7      A.  Unclear, not specific.  

8      Q.  And you think that's different from susceptible 

9 to multiple interpretations?

10      A.  No.

11      Q.  So it's pretty much the same gist?

12      A.  Yes.  

13      Q.  Are you now saying that the product recitations 

14 and service recitations in Illumina's registrations may 

15 be susceptible to multiple interpretations?

16      A.  It seems clear to me what's stated here.

17      Q.  In Illumina's product and service recitations.  

18 That's what seems clear to you?

19      A.  Yes.

20      Q.  So it's clear to you that in Registration 

21 Number 2632507 under Class 42 the phrase "scientific and 

22 medical research" -- you think it's clear that "and 
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1 medical" clarifies what scientific means, as opposed to 

2 being a list of two separate things?  That's clear to 

3 you?

4          MR. HORNE:  Mischaracterizes the testimony.  

5 BY MR. HANKINSON:  

6      Q.  This one is really just yes or no.  

7      A.  Yes, it's clear to me.  

8      Q.  Okay.  And then when you look at Illumigene's 

9 Registration Number 3868081 and there are words before 

10 an "and" and after an "and," it's not clear to you that 

11 what comes after the "and," infectious diseases, 

12 clarifies what came before it?  That you just don't 

13 know?

14      A.  It appears to be a list to me of disease 

15 states.  It does not appear to state that all of those 

16 are infectious disease tests.  

17      Q.  And so you're interpreting the use of the word 

18 "and" in a different way for that recitation than for 

19 the recitation in Illumina Registration Number 2632507?

20      A.  Yes.

21      Q.  All right.  Now look at Class 1 under 

22 Registration Number 2632507.  Are you with me?
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1      A.  Yes.

2      Q.  It says, "Chemicals, namely reagents, for 

3 scientific or medical research use."

4      A.  Okay.

5      Q.  So here in 2000 Illumina is submitting to the 

6 Patent and Trademark Office that these reagents are for 

7 scientific "or" medical research use; right?

8      A.  Yes.  

9      Q.  And Illumina -- if "scientific" included 

10 "medical," wouldn't the phrase "or medical" be redundant 

11 in this product recitation?

12          MR. HORNE:  Argumentative, lacks foundation, 

13 calls for legal conclusion.  

14      A.  I don't know.

15 BY MR. HANKINSON:

16      Q.  Ms. O'Grady --

17      A.  Yes.

18      Q.  -- you said in your rebuttal declaration that 

19 you can testify from your personal knowledge competently 

20 on everything that's in your rebuttal declaration; 

21 right?

22      A.  Yes.
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1      Q.  And you interpreted the product and service 

2 recitations for Illumina's registrations and 

3 applications and Illumigene and Illumipro applications 

4 in your rebuttal declaration; right?

5          MR. HORNE:  Vague, lacks foundation.  

6      A.  Can you restate what you just said?  

7 BY MR. HANKINSON:

8      Q.  Sure.  You discuss at length in your rebuttal 

9 declaration the product and service recitations in the 

10 registrations and applications at issue in this case.  

11      A.  Yes.  

12          MR. HORNE:  Vague, lacks foundation.

13 BY MR. HANKINSON:  

14      Q.  You also said that you disagree with Dr. Elagin 

15 when he says that Illumina's recitations are vague; 

16 right?

17      A.  Yes.  

18      Q.  Okay.  So now what I'm asking you, in 

19 Registration Number 2632507 wouldn't "or medical" be 

20 redundant if scientific included medical; and you answer 

21 me "I don't know."  That does not square with what 

22 you're saying in your rebuttal declaration.  
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1          MR. HORNE:  Lacks foundation.  

2 BY MR. HANKINSON:  

3      Q.  Is it clear to you what that means, or do you 

4 not know what it means?  

5      A.  I understand what is meant by scientific and 

6 medical research.  

7          I don't -- I don't know why there is an "or" 

8 and then an "and."  I don't know.

9      Q.  So let's now start from the premise that 

10 Illumina meant something specific by its product and 

11 service recitations.  Okay?  Can we accept that premise 

12 for the following line of questioning?  

13          MR. HORNE:  Lacks foundation, vague.  

14      A.  I'm sorry, you're asking me to assume...

15 BY MR. HANKINSON:  

16      Q.  Let's assume they meant to use these words on 

17 purpose.  Okay?

18      A.  Okay.  

19      Q.  And Illumina meant in Registration 2632507 to 

20 use the phrase "scientific or medical research," and 

21 they meant something by that; and if Illumina meant to 

22 use in that same registration the phrase "scientific and 
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1 medical research" and Illumina meant something by that, 

2 then Illumina was not using scientific to include 

3 medical.  Illumina meant something different by 

4 "medical"; right?

5          MR. HORNE:  Argumentative, lacks foundation, 

6 calls for legal conclusion.  

7      A.  To say one or the other would imply something 

8 different.

9 BY MR. HANKINSON:  

10      Q.  So if we assume they were doing it on purpose, 

11 then it meant something different to Illumina at that 

12 time, right, between "scientific" and "medical"?  

13          MR. HORNE:  Same objections.  

14      A.  I don't know what it meant at the time.

15 BY MR. HANKINSON:  

16      Q.  But you would agree that if they meant to use 

17 these words, "scientific" meant something different to 

18 Illumina than "medical"?

19          MR. HORNE:  Lacks foundation.

20 BY MR. HANKINSON:  

21      Q.  There is no other interpretation of this; 

22 right?
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1          MR. HORNE:  Argumentative, lacks foundation, 

2 calls for legal conclusion.  

3      A.  I don't -- I don't know.

4 BY MR. HANKINSON:  

5      Q.  Can you provide any reason that Illumina would 

6 use the phrase "scientific or medical" and separately 

7 the phrase "scientific and medical" in its Registration 

8 2632507, where it wouldn't be meant as scientific and 

9 medical meaning different things?

10      A.  No.

11      Q.  In Illumina Registration Number 2756703 after 

12 Class 9 it begins, "Scientific equipment and 

13 instruments"; correct?

14      A.  Yes.

15      Q.  And so if Illumina is submitting all three of 

16 these applications in the year 2000, in fact over the 

17 same summer of 2000, then Illumina meant when it said 

18 "scientific" in Registration 2756703 something different 

19 from "medical."  That follows logically; right?

20          MR. HORNE:  Lacks foundation, argumentative.  

21      A.  Not necessarily.  There is nothing for me when 

22 I read that statement that specifies a market segment.  
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1 It just says scientific equipment and instruments.  It 

2 doesn't say if it's for scientific or medical research.  

3 It doesn't qualify either way.  It just says science.

4          MR. HORNE:  I don't want to interrupt the line 

5 of questioning, but we've been going an hour and a half, 

6 hour and 35 minutes.  If we could take a break, it would 

7 be good.

8          MR. HANKINSON:  May I finish the line of 

9 questioning?  

10          MR. HORNE:  Depends how long it's going to be, 

11 which is why I asked 15 or 20 minutes ago, but I'm not 

12 going to interrupt you.  Soon, please.  

13 BY MR. HANKINSON:  

14      Q.  You understand when a company submits an 

15 application for a trademark it should try to be accurate 

16 and complete with the Patent and Trademark Office?

17      A.  I would assume that's the case.

18      Q.  And part of being clear and accurate in 

19 language is using language consistently; right?

20      A.  Yes.  

21      Q.  And it sounds to me like what you're saying is 

22 that Illumina was using language inconsistently between 
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1 Registration Number 2632507 where "scientific" and 

2 "medical" meant something different from each other, if 

3 they meant anything at all, and Registration Number 

4 2756703 where Illumina chose the word "scientific" and 

5 did not put "and medical" or "or medical."  

6          Do you think that Illumina was using that 

7 language inconsistently between the two registrations 

8 that were made in the same summer of the year 2000?  

9      A.  No.

10          MR. HORNE:  Argumentative, lacks foundation.  

11          MR. HANKINSON:  That's it.  

12          (Recess was taken from 2:48 until 3:03 p.m.)

13 BY MR. HANKINSON:  

14      Q.  Could you turn in Exhibit M, your rebuttal 

15 declaration, to paragraph 31; and on the next page, page 

16 8, you say "Dr. Stephen Young is the scientific director 

17 of infectious disease at TriCore Reference Laboratories 

18 and a professor in the department of pathology at the 

19 University of New Mexico."

20          That's the Dr. Stephen Young we were discussing 

21 earlier; right?  

22      A.  Yes.  
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1      Q.  You go on to say, "He has purchased an Illumina 

2 BeadArray Reader specifically for cytogenetics use"; 

3 right?

4      A.  Yes.  

5      Q.  Is that true?

6      A.  No. 

7      Q.  What steps have you taken to withdraw that 

8 statement from the Trademark Trial and Appeal Board or 

9 correct it?

10      A.  I am not sure how to answer that question 

11 without disclosing conversations with the lawyers at 

12 Illumina.  

13      Q.  I didn't hear a privilege objection.  

14          MR. HORNE:  Well, I'll make one then.  

15          Don't answer the question to the extent it 

16 requires you to divulge attorney/client communications.  

17 BY MR. HANKINSON:  

18      Q.  So, Miss O'Grady, have you taken any step to 

19 withdraw or correct this untrue statement that's in your 

20 rebuttal declaration from or to the Trademark Trial and 

21 Appeal Board, other than confidential communications 

22 with your attorneys that you cannot disclose to me?
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1      A.  No.

2      Q.  Do you understand that when you sign a 

3 declaration like this it's -- you know, it says 

4 explicitly in the passage right before the signature 

5 block that it's subject to the penalties for perjury?

6      A.  Yes.  

7      Q.  So you understand that you ought to take some 

8 step to correct this; right?

9      A.  Yes.

10      Q.  But you have not done so yet?

11          MR. HORNE:  Lacks foundation, calls for 

12 attorney/client privileged communications.  

13      A.  No.  

14 BY MR. HANKINSON:  

15      Q.  Do you also understand that companies that have 

16 applications and registrations before the Patent and 

17 Trademark Office have a duty to be candid with that 

18 office?

19      A.  I assume that to be true.  

20      Q.  And so, in any event, Dr. Stephen Young did not 

21 purchase an Illumina BeadArray Reader; right?

22      A.  That's true.  
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1      Q.  Is it my understanding that he or his lab 

2 considered purchasing one?

3      A.  Yes.

4      Q.  And that that would be a more accurate 

5 statement?

6      A.  Yes.

7      Q.  Do I further understand correctly that the 

8 reason that you made this untrue statement in your 

9 rebuttal declaration is that you misinterpreted the 

10 Illumina documents?

11      A.  The customer records, yes.  I misunderstood 

12 what they said.  

13      Q.  So the answer to my question is "yes"?

14      A.  Yes.

15      Q.  Now, this statement that Dr. Young has 

16 purchased an Illumina BeadArray Reader specifically for 

17 cytogenetics use, it doesn't cite a document, does it?

18      A.  No.  

19      Q.  And in paragraph 1 of your rebuttal declaration 

20 you stated, "I have personal knowledge of the matters 

21 set forth herein, and if called upon to testify I could 

22 and would competently testify thereto."
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1          Is that accurate?  

2      A.  Yes.

3      Q.  Did you understand that when you signed this 

4 declaration?

5      A.  Yes.

6      Q.  But when you said he has purchased an Illumina 

7 BeadArray Reader specifically for cytogenetics use, not 

8 only is that untrue, but it wasn't based on your 

9 personal knowledge; it was based on your 

10 misinterpretation of a document that you did not cite.  

11          Do I have all that accurate?  

12      A.  No.

13          MR. HORNE:  Argumentative.  

14 BY MR. HANKINSON:

15      Q.  Do you cite a document here?  

16      A.  I do not cite a document there.  

17      Q.  Was your untrue statement based on a 

18 misinterpretation of an Illumina customer record?

19      A.  In -- in addition to that, I personally visited 

20 the lab when those conversations were happening; so I 

21 did not remember correctly what occurred at that point 

22 of time when this opportunity was under discussion.  
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1          MR. HANKINSON:  I'm going to mark Exhibit V.  

2          (O'Grady Exhibit V was marked for 

3          identification)

4 BY MR. HANKINSON:  

5      Q.  Take a moment and look at Exhibit V and just 

6 tell me if you've seen it before.  

7      A.  Yes.

8      Q.  In the first -- Well, first of all, this is an 

9 email from Illumina's attorney, Brian Horne, to me; 

10 right?

11      A.  Yes.  

12      Q.  It's from earlier this month?  

13      A.  Yes.  

14      Q.  Between the time that you signed your 

15 declaration and the time that I received this email on 

16 May 4th, Illumina's attorneys became aware that 

17 Meridian's attorneys intended to take a deposition of 

18 Dr. Young; right?  

19      A.  I'm not sure I can answer that question 

20 without divulging information that was discussed with 

21 Illumina attorneys.  

22          MR. HORNE:  Instruct you not to answer to the 
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1 extent you're going to reveal attorney/client 

2 communications. 

3 BY MR. HANKINSON:

4      Q.  Did you become aware at some point in time that 

5 Meridian's attorneys intended to take a deposition of 

6 Dr. Young?  

7      A.  Yes.  

8      Q.  Did you only after becoming aware that 

9 Meridian's attorneys were going to take a deposition of 

10 Dr. Young communicate with your attorneys about this 

11 inaccurate statement in your rebuttal declaration?

12      A.  I realized I was wrong after that point.  

13      Q.  And in Exhibit V, in the first sentence it 

14 states, "In reviewing her rebuttal declaration, Ms. 

15 O'Grady realized that she had misinterpreted Illumina's 

16 records as they relate to a statement she made in 

17 paragraph 31 about Dr. Young, more specifically her 

18 statement that Dr. Young has purchased an Illumina 

19 BeadArray Reader is incorrect."

20          Do you see that?

21      A.  Yes.  

22      Q.  And so Mr. Horne told me that you realized in 
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1 reviewing your rebuttal declaration that you had 

2 misinterpreted Illumina's records; right?  

3      A.  That's correct.  

4      Q.  And that that led you to understand -- or 

5 excuse me -- that that misinterpretation of Illumina's 

6 records had led to your statement that he had purchased 

7 a BeadArray Reader; right?

8      A.  That's right.  

9      Q.  Now you're telling me that it was not your 

10 misinterpretation of Illumina's records that led for you 

11 to make this untrue statement in your rebuttal 

12 declaration?  

13      A.  No.  That is the reason I made that statement.  

14 I misinterpreted what was in the customer record.  

15      Q.  So by not identifying that customer record, had 

16 you not realized this mistake, Meridian and its 

17 attorneys would have had no way to check whether you 

18 were interpreting that customer record accurately or 

19 inaccurately, because we wouldn't know that this 

20 statement is based on a record, would we?  

21          MR. HORNE:  Argumentative, lacks foundation.  

22      A.  I don't know how you would know that.  
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1 BY MR. HANKINSON:  

2      Q.  It would be impossible to know; right?  

3          MR. HORNE:  Argumentative, lacks foundation.  

4      A.  I would assume an order of an instrument would 

5 have documentation behind it.  

6 BY MR. HANKINSON:  

7      Q.  So when you make a statement in your rebuttal 

8 declaration and you say that it's from your personal 

9 knowledge, it may or may not also be based on a document 

10 that you don't cite if it's a document that you think we 

11 ought to know exists?

12      A.  I'm sorry, I'm not clearly understanding the 

13 question you're asking me.

14      Q.  Well, there's a reason we cite sources of 

15 knowledge; right?  

16      A.  Yes.  

17      Q.  So that when the reader reads an assertion, if 

18 they want to check the source they can do so; right?

19      A.  Yes.

20      Q.  And so in this case had there been a citation 

21 here to a document and had Illumina provided that 

22 document to Meridian, then the reader could have checked 
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1 that document for him or herself and seen whether you 

2 had misinterpreted the record; right?

3      A.  Yes, that true.  

4      Q.  But because there is no citation and no 

5 document that has been provided, the reader would not be 

6 able to check that?

7      A.  That's true.

8      Q.  But this statement makes no differentiation 

9 between your personal knowledge and knowledge that comes 

10 from a document that you're interpreting?  

11      A.  No, it doesn't.  

12      Q.  So then my more general question was if you 

13 will make a statement here that relies on your 

14 interpretation of Illumina's records but not cite it, 

15 how is someone reading this declaration supposed to know 

16 what is coming from your personal knowledge and what is 

17 coming from your interpretation of Illumina's records?

18      A.  I don't know.

19      Q.  So when you said in paragraph 1 "I have 

20 personal knowledge of the matters set forth herein and 

21 if called upon to testify I could and would competently 

22 testify thereto," are you including in your 
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1 understanding of personal knowledge your interpretations 

2 of Illumina's documents?

3      A.  The -- my knowledge of that evaluation and 

4 potential sale was not exclusively based on the customer 

5 record.  I thought I confirmed what I believed to be 

6 true by looking at it, but I was wrong.  

7          MR. HANKINSON:  Could you repeat my question, 

8 please.  

9          (Question was read.)

10      A.  Yes.  

11 BY MR. HANKINSON:

12      Q.  At what point in the year in 2007 did you join 

13 Illumina?

14      A.  I want to say it was October.  It was right 

15 after the big fires in San Diego in 2007.  

16      Q.  Were you there when Illumina acquired the 

17 company that made BeadXpress?

18      A.  No.

19      Q.  So you weren't personally involved in 

20 conversations about Illumina's intent when it acquired 

21 the company that made BeadXpress?

22      A.  I was a part of conversations about why we 
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1 bought that company.  It was clear to me when I took 

2 that job -- when I took my job what it was, was to 

3 realize the opportunity of the BeadXpress acquisition.

4      Q.  So people told you when you came on board what 

5 Illumina had intended when previously it had acquired 

6 BeadXpress?

7      A.  Yes.  

8      Q.  And that's the basis on which you talk about 

9 that matter?

10      A.  Yes.  

11      Q.  When did Illumina collaborate with the 

12 University of Maryland School of Medicine?

13      A.  What paragraph are you on?  

14      Q.  Do you remember without looking?  

15      A.  It was in the early years that I was at 

16 Illumina.  I don't remember the exact date.  

17      Q.  Did you check the date with documents before 

18 you made your rebuttal declaration?

19      A.  Yes.

20      Q.  Okay.  So look at paragraph 18.  It says, "In 

21 2007 Illumina collaborated with the University of 

22 Maryland School of Medicine in connection with a grant 
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1 received by the Gates Foundation to use the VeraCode and 

2 BeadXpress platform to detect the microbial pathogens 

3 that contribute to diarrheal disease, (i.e infectious 

4 diseases, including's C difficile)."

5          Right?

6      A.  Yes.  

7      Q.  Is there a document cited in paragraph 18?

8      A.  No.  

9      Q.  Did you work on this collaboration?

10      A.  I was managing the -- I was responsible for the 

11 bead plates that were used in the GoldenGate genotyping 

12 technology that was used.  So I was peripherally 

13 involved with it.  

14      Q.  Did you join Illumina in a marketing function?  

15      A.  Yes.

16      Q.  Were you involved in any scientific or research 

17 roles in the collaboration with the University of 

18 Maryland?

19      A.  No.

20      Q.  Were you involved in overseeing that project?

21      A.  No.  

22      Q.  Did Illumina or University of Maryland 
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1 personnel who were working on that collaboration report 

2 to you about their methods and their results?

3      A.  Define "report."  

4      Q.  Tell you.  

5      A.  Yes.

6      Q.  In 2007?

7      A.  Around that time frame.

8      Q.  Through a publication or something that was 

9 actually a communication to you personally?

10      A.  A communication.

11      Q.  Was it by email?

12      A.  No.

13      Q.  Was it by letter?

14      A.  No.

15      Q.  Meeting?

16      A.  Yes.

17      Q.  Did you meet with the University of Maryland 

18 personnel?

19      A.  No.

20      Q.  So you met with the Illumina personnel?

21      A.  Yes.

22      Q.  And they told you about the collaboration?
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1      A.  Yes.  

2      Q.  Was anyone treated by the people from Illumina 

3 or the University of Maryland who worked on that 

4 collaboration?

5      A.  What do you mean "treated"?  

6      Q.  Was anyone who had an infectious disease 

7 treated?

8      A.  By Illumina people?  

9      Q.  Or by University of Maryland people.  

10      A.  I don't know.  

11      Q.  You don't know one way or the other?

12      A.  No.  

13      Q.  You would have to look at a document to know?  

14      A.  Yes.  

15      Q.  In paragraph 18 you're using this example to 

16 argue that Illumina had a presence in the infectious 

17 disease market; right?  

18      A.  Yes.  

19      Q.  And so when you refer to the infectious disease 

20 market in your rebuttal declaration, you don't 

21 necessarily mean the market to treat infectious disease, 

22 but rather something else?
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1          MR. HORNE:  Vague.  

2      A.  This particular example was a development 

3 program with the intention of making a product to treat.  

4 I don't know whether or not it was used for that 

5 purpose.  

6 BY MR. HANKINSON:  

7      Q.  So you do know that it was only a development 

8 program; right?

9      A.  I do know that it was at least a development 

10 program.  I do not know if it was used to treat a 

11 patient or not.  

12      Q.  You do know that in 2007 it was a development 

13 program; right?

14      A.  Yes.

15      Q.  And you don't know whether any product came out 

16 of it that actually treated anyone?

17      A.  I do not know that.  

18      Q.  But you are using it as your example in 

19 paragraph 18 for presence in the infectious disease 

20 market?

21      A.  Yes.  

22      Q.  If a product came out of it, it wouldn't have 
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1 been in 2007, would it have been?

2      A.  No.

3      Q.  Do you understand that Meridian's application 

4 to register the brand Illumigene was filed in 2008?

5      A.  Yes.  

6      Q.  In paragraph 17 you say, "Since at least 2007 

7 Illumina's products could be utilized specifically for 

8 work with infectious diseases.  In particular, 

9 BeadXpress could be used to identify diseases, whether 

10 genetic and inherited, or infectious diseases based on 

11 the DNA makeup of the disease"; right?

12      A.  Yes.  

13      Q.  In 2007 did you witness a use of the BeadXpress 

14 product for clinical diagnostic purposes personally?  

15      A.  Did I see someone doing that?  

16      Q.  Correct.  

17      A.  No.  

18      Q.  Your statement in paragraph 17 is, rather, that 

19 it could have been done in 2007; is that accurate?

20      A.  Yes.

21      Q.  Meaning as a technological issue it was 

22 possible to do so?
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1      A.  That's what I'm saying there, yes.  

2      Q.  And if the board that decides this case takes 

3 the view that what matters is how products were being 

4 marketed and sold as of the relevant dates and not what 

5 they were technically capable of doing, then this 

6 example in paragraph 17 would not be relevant; correct?

7          MR. HORNE:  Argumentative, lacks foundation, 

8 calls for a legal conclusion.  

9      A.  I don't know if it's relevant to them or not.  

10 BY MR. HANKINSON:  

11      Q.  In any event, it's not an example of how a 

12 product was actually marketed to be sold in 2007?

13      A.  That paragraph 17 does not provide an example 

14 of how it was marketed.

15      Q.  This section of your rebuttal report, paragraph 

16 16 through paragraph 30, are titled "Illumina Has a 

17 Presence in the Infectious Disease Market"; right?

18      A.  Yes.

19      Q.  So paragraph 17 is meant to support that 

20 premise?

21      A.  Yes.  

22      Q.  But it is not a statement of how the BeadXpress 
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1 was marketed in 2007; right?

2      A.  That statement is talking about the technical 

3 capability, not how it was marketed.

4      Q.  Paragraph 17 and 18 are the only paragraphs in 

5 this section called "Illumina Has a Presence in the 

6 Infectious Disease Market," which spans paragraph 16 

7 through 30, that come prior to 2009; right?  

8      A.  Yes.

9      Q.  In paragraph 19 you say, "In 2009 Illumina 

10 explored the use of its BeadXpress platform with 

11 EraGen," E-R-A capital G-E-N, "to identify various 

12 flu-causing viruses/bacteria by the DNA makeup of the 

13 same"; right?  

14      A.  Yes.  

15      Q.  And was that a collaboration with EraGen to 

16 explore that use of the BeadXpress platform?

17      A.  Yes.

18      Q.  It was not a marketed product of the BeadXpress 

19 platform for identification of causing viruses or 

20 bacteria to anyone besides the collaborators, Illumina 

21 and EraGen; right?

22      A.  I did speak probably about the relationship 
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1 with EraGen.

2      Q.  Could you answer my question; and then if you 

3 want to add something, you can.  

4          Could you read it back, please.  Thank you.  

5          (Question was read.)

6      A.  It was not a marketed product.  

7 BY MR. HANKINSON:  

8      Q.  In paragraph 20 you say, "To encourage 

9 development of diagnostics related to complex diseases, 

10 including infectious diseases, in 2010 Illumina created 

11 the VeraCode Assay Design Challenge.  Illumina granted 

12 an award to the Royal Women's Hospital in Melbourne for 

13 the development of diagnosis methods for infectious 

14 urethritis."  Right?  

15      A.  Yes.

16      Q.  The Royal Women's Hospital in Melbourne, is 

17 that Australia or Canada?

18      A.  Australia.  

19      Q.  And, in any event, this contest occurred in 

20 2010; right?  

21      A.  Yes.  

22      Q.  And it was specifically to encourage the 
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1 development of diagnostics; right?

2      A.  Yes.

3      Q.  So the development of future products, not the 

4 marketing of existing products in the diagnostics field; 

5 right?

6      A.  Yes.  

7      Q.  Then in paragraph 21 you state, "In addition, 

8 in 2010 Illumina had development programs for tests 

9 related to detecting multi-drug resistant organisms";  

10 right?

11      A.  Yes.  

12      Q.  And you say, "Both of these development 

13 programs were presented at an Illumina marketing 

14 external seminar series"; right?

15      A.  Yes.  

16      Q.  So would you agree that there is a difference 

17 between presenting a development program and presenting 

18 a product?

19      A.  Yes.

20      Q.  And in 2010 these development programs that 

21 you're referring to in paragraph 21 did not have 

22 marketed products associated with them, rather they were 
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1 intended to develop such products in the future; right?

2      A.  Yes.

3      Q.  And that program is what was presented at the 

4 seminar series you're talking about; right?

5      A.  No.  

6      Q.  You say both of these development programs were 

7 presented at Illumina marketing external seminar series; 

8 right; so is that an inaccurate statement?

9      A.  The clarification would be we are presenting 

10 the product idea and stating we're developing something.  

11      Q.  That's not what the sentence says.  It doesn't 

12 say "product idea"; right?

13      A.  The -- 

14      Q.  Could you first please tell me if the sentence 

15 includes the words "product idea"?

16      A.  No.

17      Q.  It does not; right?

18      A.  No.

19      Q.  Please go on, then.  

20      A.  I believe the exhibits provide an example of 

21 what we shared with customers in regards to what we said 

22 about these development programs.
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1      Q.  And there was a prospective idea of a product 

2 that was presented?

3      A.  Yeah.

4      Q.  Not a marketable product as of 2010?

5      A.  Not a purchasable product.  

6      Q.  Do you think it's that a product to be used in 

7 the infectious disease market ought to be marketed 

8 before it exists?

9      A.  It can be, yes.  

10      Q.  To develop the hype?

11      A.  Awareness.

12      Q.  You don't like the word "hype"?

13      A.  No.  

14      Q.  Develop awareness?

15      A.  Awareness.  

16      Q.  Awareness that something was coming in the 

17 future, though; right?

18      A.  Yes.  

19      Q.  Did you know if -- Well, first of all let me 

20 say paragraph 21 does not say whether any product that 

21 was presented as an idea at the seminar series actually 

22 became a product for sale.  That's not in paragraph 21, 
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1 is it?

2      A.  It's not.

3      Q.  And that didn't happen in 2010; right?

4      A.  It did not.  

5      Q.  And your declaration does not say whether it 

6 happened at any future point?

7      A.  It does not.  

8      Q.  In paragraph 22 you say that "In January 2011 

9 Illumina acquired Epicentre Biotechnologies 

10 Corporation."

11          And they had a kit that provided a simple 

12 method for extracting DNA for use with a variety of 

13 applications, such as creation of lab-developed tests; 

14 right?  

15      A.  Yes.

16      Q.  And you say that that kit has been tested with 

17 a range of bacteria; right?

18      A.  Yes.

19      Q.  This is the -- now, was this -- this Epicentre 

20 product was a product available for sale in 2011; right?

21      A.  Yes.  

22      Q.  That's the first product in the section of your 
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1 declaration on infectious disease where the date of the 

2 paragraph is the date on which the product was available 

3 for sale in the way it's described in your rebuttal 

4 declaration; right?  

5      A.  The components described in paragraph 17 that 

6 were possible to be used for infectious disease and 

7 inherited disease and genetic disease in paragraph 17 

8 were available in 2007.  

9      Q.  But all of the statements that you made to me 

10 today about paragraph 17 still hold true; right?  You're 

11 not trying to withdraw any of those?

12      A.  You asked me if this paragraph said that -- 

13 this paragraph explicitly talked about marketing, and it 

14 did not, but those products were marketed.  They were 

15 available.  

16      Q.  Could you answer my question.  

17      A.  I'm not withdrawing anything I said previously.  

18      Q.  In paragraph 22 the Epicentre kit, that 

19 was -- was that an RUO-labeled product?

20      A.  I don't know what the label of that product is.

21      Q.  You only assert it could be used in 

22 lab-developed tests.  You don't say that it could be 
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1 used to treat an infectious disease as an IVD product in 

2 this paragraph; right?

3      A.  No, I don't.  

4      Q.  And do you believe that to be the case?

5      A.  Yes.  That's true.  

6      Q.  And then in paragraph 17 the BeadXpress was 

7 cleared by the FDA for a clinical diagnostic use in 

8 September 2009; right?

9      A.  Yes.

10      Q.  And that's the date on which you and Illumina's 

11 CEO, Mr. Flatley, disagreed about whether that was 

12 entering the diagnostics market, as he put it, or, as, 

13 you put it, continuing in the diagnostics market?

14          MR. HORNE:  Lacks foundation, argumentative, 

15 mischaracterizes testimony.  

16      A.  I don't believe that I disagreed with Jay.  I 

17 said something different than he did, but it's not -- I 

18 didn't disagree with him.  

19 BY MR. HANKINSON:

20      Q.  But you said something different than he did?

21      A.  Yes.

22      Q.  And somebody who was reading both statements 
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1 could decide whether they are different in a meaningful 

2 sense or a disagreement, as I might put it, or whether 

3 there is some harmonious resolution of the two?

4      A.  Yes.  

5      Q.  In paragraph 23 it says, "In 2011 Illumina 

6 collaborated with Siemens Healthcare to develop an assay 

7 to detect HIV."

8          Do you see that?

9      A.  Yes.  

10      Q.  Was a product to detect HIV marketed by 

11 Illumina in 2011?  

12      A.  No.  

13      Q.  So this is another development program; right?

14      A.  Yes.  

15      Q.  And this paragraph does not say when or if such 

16 a product ultimately was sold?

17      A.  No.  

18      Q.  What is the relationship, if anything, between 

19 a biosafety level 2 lab and a CLIA certified lab, or are 

20 they two separate things?  

21      A.  Not necessarily.  Biosafety level 2 is talking 

22 about a level of risk involved in touching hazardous 
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1 materials, biological substances that could cause the 

2 user harm.  

3          In a CLIA -- shall I continue?  CLIA high 

4 complexity is about the level of complexity of an assay 

5 procedure.  How those two are related is not something I 

6 fully understand.  

7      Q.  In the last sentence of paragraph 23 you say 

8 that companies build these biosafety level 2 labs to be 

9 able to work with infectious diseases; right?

10      A.  Yes.  

11      Q.  Those companies there include hospital 

12 laboratories?  

13      A.  Yes.

14      Q.  And that's a prerequisite, then, for working 

15 with infectious disease?

16      A.  Depending on the type of disease, the risk 

17 involved and the way that they are being handled, it can 

18 be required.

19      Q.  Have you taken any effort to determine the 

20 percentage of hospital labs that deal with infectious 

21 diseases that are also biosafety level 2 labs, compared 

22 to the total of such labs?
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1      A.  No.

2      Q.  So you don't have a sense of -- let me start 

3 again.  

4          Do you have an estimate of that percentage?

5      A.  No.

6      Q.  It could be anything from 1 percent to 99 

7 percent?

8      A.  I don't want to speculate on a percentage.  I 

9 don't know.  

10      Q.  You say that a biosafety level 2 lab requires 

11 that laboratory personnel receive specific training in 

12 handling pathogenic agents; right?  

13      A.  Yes.  

14      Q.  And also that it be directed by scientists with 

15 advanced training; is that right?

16      A.  Yes.  

17      Q.  What kind of advanced training do the 

18 scientists who run a biosafety level 2 lab have to have?

19      A.  An understanding of the risk involved with 

20 interacting with infectious agents like HIV.  

21      Q.  So it's awareness training?

22      A.  Yes.  Preventative measures from harming 
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1 themselves or others interacting with products or waste.

2      Q.  Do the -- You say "directed by scientists with 

3 advanced training."  

4          Is there some requirement that there be 

5 scientists running these labs, or maybe I should just 

6 ask generally why did you use the word "scientists" 

7 there?

8      A.  The individuals interacting with these 

9 consumables would have some scientific or biomedical 

10 training.

11      Q.  Is that also true of the personnel who would be 

12 key stakeholders in purchasing decisions for equipment 

13 and consumables at the lab?

14      A.  Are the individuals the same?  

15      Q.  No.  Would it be true that those people would 

16 also have some sort of scientific education?

17      A.  It depends on the situation.

18      Q.  So in labs that deal with infectious disease, 

19 the stakeholders in purchasing decisions as to equipment 

20 and consumables vary across the market in terms of their 

21 education?

22      A.  That's not what I'm saying.  
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1      Q.  So there is some level of education that is 

2 consistent across that market for people making the 

3 purchasing decisions?

4      A.  I -- can you please restate your question.  

5      Q.  Sure.  First I asked in the infectious disease 

6 market is there some level of -- excuse me.  

7          First I asked in the infectious disease market 

8 does it vary across the market what level of education 

9 the stakeholders in purchasing decisions have, and you 

10 said you're not saying that.  

11          So then I asked so is there some --

12      A.  Can I just think about what you just said to me 

13 for a second?  

14      Q.  Sure.  

15      A.  Okay.  I'm sorry.  Continue, please.

16      Q.  And you're okay with your answer on that, that 

17 wasn't what you were saying?  

18      A.  (No audible response)

19      Q.  The new question is is there some consistent 

20 level of education in infectious disease -- excuse me.  

21          Is there some consistent level of education 

22 that the stakeholders in purchasing decisions of labs 
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1 that deal with infectious disease have?  Is there not 

2 some consistent level of education that they have?  And 

3 you can say yes or no to that and then go on to, like, 

4 more specifics. 

5      A.  And qualify it?  

6      Q.  Yeah, sure.  

7      A.  So yes, a lab director usually has some 

8 scientific education.  The reason I wasn't generalizing 

9 across all stakeholders is because a hospital 

10 administrator may be a business person, and they may not 

11 have scientific training.  That why I answered in that 

12 way.  

13      Q.  And so the stakeholders include both lab 

14 directors and hospital administrators?

15      A.  It can.  

16      Q.  Or it could be one or the other?

17      A.  It could be.

18      Q.  And on the lab director's side, they have a 

19 certain level of scientific education?

20      A.  Usually, yes.  

21      Q.  Usually a lab director would have a Ph.D.?

22      A.  Or an M.D.
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1      Q.  Or an M.D.  And in a high complexity CLIA lab, 

2 the lab director would have an M.D.-Ph.D; right?

3      A.  Not necessarily.

4      Q.  But commonly?

5      A.  Not necessarily.  

6      Q.  But commonly?

7      A.  No.

8      Q.  So it would be uncommon to have an M.D.-Ph.D. 

9 being a lab director of a CLIA high complexity lab?

10          MR. HORNE:  Mischaracterizes testimony.  

11      A.  I can't speculate on the percentage that have 

12 an M.D.-Ph.D.

13 BY MR. HANKINSON:

14      Q.  You just don't know?  

15      A.  I don't know.  

16      Q.  The lab directors of high complexity CLIA labs 

17 would typically have a higher level of education than 

18 the lab directors of labs that are not; right?  

19      A.  I don't know that to be true.  

20      Q.  It varies across the board?

21      A.  No.  No.  My -- can I qualify my answer?  

22          My understanding is that the lab director to 
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1 sign off a report, which is practicing medicine, is 

2 either an M.D. and in some situations maybe a Ph.D. with 

3 a license in genetics or some other specialty.

4      Q.  And that applies to the stakeholders in the 

5 purchasing decisions in labs that deal with infectious 

6 diseases on the lab director's side?

7      A.  Yes.

8      Q.  And then on the hospital administrator's side 

9 of those stakeholders, they would typically have at 

10 least an undergraduate degree; right?  

11      A.  I would assume.  

12      Q.  And often a master of business or a business 

13 degree of some sort?

14      A.  Maybe.

15      Q.  On the hospital administration side, part of 

16 their job duties are specifically to purchase products 

17 and to enter into contracts for the purchase of products 

18 with suppliers of products; right?

19      A.  One example of a stakeholder in hospital 

20 administration would perform that role.  

21      Q.  Being the purchasing department?

22      A.  Yes.  
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1      Q.  And the other example would be the C-Suite of 

2 the hospital --

3      A.  Yes.  

4      Q.  -- who would typically have either more 

5 education or more experience than the folks staffing the 

6 purchasing department?

7      A.  Yes.  

8      Q.  So on the administration side, the stakeholders 

9 are either someone whose job responsibilities include 

10 specifically the purchase of products and the 

11 negotiation of contracts for the purchase of products, 

12 or it would be somebody with a little bit more education 

13 and responsibility than that person?

14      A.  Yes.  

15      Q.  In paragraph 24 you say, "In November 2011 

16 Illumina collaborated with Siemens Healthcare 

17 Diagnostics to make Siemens' molecular HIV tests 

18 compatible with Illumina's MiSeq" -- all these SEQs are 

19 S-E-Q -- "platform and to develop additional 

20 sequencing-based infectious disease assays.

21          "For the clinical diagnostics market through 

22 its venture with Siemens, Illumina saw additional 
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1 adoption of its next-generation sequencing (NGS) 

2 technology, in the clinical diagnostics market."

3          Is that that paragraph?  

4      A.  Yes.

5      Q.  So Siemens had an HIV test; right?

6      A.  Yes.  

7      Q.  And Illumina had a MiSeq platform?  Yeah?

8      A.  Yes.  

9      Q.  In 2011?

10      A.  Yes.

11      Q.  But it was late 2011 when -- November 2011 when 

12 the two companies began collaborating to put that HIV 

13 test onto Illumina's MiSeq platform?

14      A.  Yes.  

15      Q.  This paragraph does not identify whether a 

16 product for sale came out of the collaboration; right?

17      A.  It does not.  

18      Q.  And, in any event, there was no such product in 

19 2011?

20      A.  No.  

21      Q.  And then that next sentence, "Through its 

22 venture with Siemens, Illumina saw additional adoption 
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1 of the NGS technology."

2          It's not saying that there were sales related 

3 to the venture with Siemens; right? 

4      A.  Sales related to the venture of Siemens would 

5 be included in that statement.

6      Q.  When was MiSeq cleared by the FDA for IVD?

7      A.  2010.

8      Q.  And that was that factor 5, factor 2?

9      A.  It was cystic fibrosis, any universal kit.  

10      Q.  I thought it was 2013.  Am I just getting 

11 fuzzy?

12      A.  I might be wrong.  I'm sorry.  It's late.  I 

13 might have the dates wrong for MiSeq DX approval.  I 

14 apologize.

15      Q.  Do you remember now, or are you having trouble?

16      A.  I'm having a hard time placing the date.  

17      Q.  In paragraph 25 you say, "Further, to 

18 promotional and marketing activities mentioned in my 

19 previous declaration, both Illumina and Meridian also 

20 attend the American Society for Microbiology events.  

21          In 2013 and 2014 both Illumina and Meridian 

22 have been exhibitors at the American Society for 
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1 Microbiology annual meeting"; right?

2      A.  Uh-huh, yes.  

3      Q.  It's a trade show?

4      A.  Yes.  

5      Q.  Is paragraph 26 talking about that Gates 

6 Foundation thing or something else?

7      A.  It's talking about something else.

8      Q.  So what's the date for what's happening in 

9 paragraph 26?

10      A.  It's related to the microbiology group that was 

11 formed in 2010 in the paragraph below to respond to 

12 adoption of the technology for the use described 

13 in -- I'm sorry, in paragraph 26.  

14      Q.  Epidemiology?

15      A.  Yes.  

16      Q.  Tracing a possible, you know, outbreak to see 

17 whether the strain is the same as elsewhere or different 

18 to determine whether it's the same strain that's 

19 spreading from some sort of common source.  That's what 

20 paragraph 26 is about?

21      A.  Yes.

22      Q.  A patient, an individual patient doesn't 
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1 require knowledge of which strain of the infectious 

2 disease is infecting them in order to be treated, do 

3 they?

4      A.  I think that they do need that.  

5      Q.  Sometimes but not all the time?

6      A.  I don't know how frequently they need it to 

7 happen, but I know of examples when they need to know.  

8      Q.  Those would be examples where you would use a 

9 technology that identifies the strain; right?  

10      A.  Yes.

11      Q.  And, in contrast, if you're dealing with an 

12 infectious disease where you can treat it without 

13 knowing the strain, then you can use a technology that 

14 would just tell you yes or no, does the patient have 

15 this infectious disease?

16      A.  I'm sorry, can you restate what you're saying?  

17      Q.  Sure.  When you don't need to know the strain 

18 in order to treat the patient, you can use a technology 

19 that just tells you yes or no, does the patient have 

20 this infectious disease?

21      A.  Yes.

22      Q.  Is the microbiology group an internal group of 
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1 Illumina?

2      A.  Yes.  

3      Q.  And the collaboration with BioMerieux in 

4 paragraph 28 happened in 2014; right?

5      A.  Yes.  

6      Q.  Just last year?

7      A.  Yes.  

8      Q.  And paragraph 28 says that the companies plan 

9 to jointly develop a pathogen genome database; right?

10      A.  Yes.  

11      Q.  And in paragraph 28 it says, "This product will 

12 be a sequencing solution dedicated solely to the 

13 detection of infectious diseases"; right?

14      A.  Yes.

15      Q.  So this is not a product that exists right now 

16 in a salable state?  

17      A.  No, not to my knowledge.  

18      Q.  In paragraph 30 you say, "When an outbreak is 

19 suspected, hospitals will commonly collect samples from 

20 patients and the environment and send them to a clinical 

21 microbiology lab for testing.  Clinical microbiology 

22 labs will then use Illumina's sequencing products to 
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1 analyze the samples, compare them to others, and inform 

2 the hospitals of whether or not there has been an 

3 infectious disease outbreak"; right?

4      A.  Yes.  

5      Q.  That's something that the Illumigene and 

6 Illumipro products from Meridian cannot do; right?

7      A.  I don't know whether they can do that or not.  

8      Q.  You have no idea one way or the other?

9      A.  I don't know.  

10          MR. HORNE:  Is this a good time for a break?  

11          MR. HANKINSON:  Yes.  

12          (Recess was taken from 4:06 until 4:24 p.m.)

13          MR. HANKINSON:  I'd like to mark this document 

14 as Exhibit W.  

15          (O'Grady Exhibit W was marked for 

16          identification)

17          MR. HANKINSON:   Mr. Noon, I'm sorry I didn't 

18 bring a copy this time.  

19          MR. NOON:  That's all right.

20 BY MR. HANKINSON:  

21      Q.  Ms. O'Grady, this is a declaration of an 

22 employee of Meridian named Michael Patrick, and the date 
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1 on this declaration is June 29th, 2012.  Okay?

2      A.  Okay.  Did you have a copy for me?  

3      Q.  Yeah, right here.  It's marked with a big W.  

4          And so 2012 predates any declaration by you in 

5 this matter; right?

6      A.  Yes.

7      Q.  Okay.  And it also predates any declaration by 

8 a Mr. Heath from Illumina; right?

9      A.  I don't know when he did a declaration.  

10      Q.  But this has to do with summary judgment, 

11 whereas Illumina submitted declarations after the 

12 summary judgment period for testimony purposes.  Do you 

13 understand what I'm saying?  

14          Brian, do you have any objection to my 

15 representations?  

16          MR. HORNE:  No.  

17 BY MR. HANKINSON:  

18      Q.  So could you turn to paragraph 8.  And actually 

19 looking at the heading above that, it says "The 

20 Differing Consumers of Meridian's Products versus 

21 Illumina's From 2008 to Today."

22          Do you see that heading?  
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1      A.  Yes.  

2      Q.  In paragraph 8, the second paragraph under 

3 that, it says "Within the broader category of infectious 

4 disease, Meridian's clinical diagnostic products are 

5 focussed in the microbiology space.  Meridian's 

6 'molecular diagnostic' products test for and identify 

7 the microbial invader; Meridian's products do not focus 

8 or have any relationship to the genetics of the human 

9 patient."

10          Do you see that?  

11      A.  Yes.

12      Q.  Mr. Patrick is trying to make the distinction 

13 between the genetics of the microbial invader and the 

14 genetics of the human patient; right?

15      A.  Yes.

16      Q.  And the products that are addressing those 

17 needs; right?  He's trying to make a distinction between 

18 those products?  

19      A.  Yes.

20      Q.  And the markets for those products, the 

21 differing consumers of Meridian's products versus 

22 Illumina's?
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1      A.  He doesn't say anything here about consumers.

2      Q.  Let's go to paragraph 14.  

3      A.  Okay.  

4      Q.  "Illumina is not and has not been a competitor 

5 of Meridian and does not offer goods to the same 

6 consumers as Meridian.  Because of the line of business 

7 Illumina is in, Illumina's consumers, where they 

8 otherwise overlap in the larger hospital lab and 

9 reference lab channel of trade, are those on the 

10 research side of such labs.  Outside of this channel, 

11 Illumina also markets to and serves dedicated research 

12 institutions where human genomes are sequenced on a 

13 massive scale for, among other things, drug development 

14 purposes.  Meridian has no involvement in this space 

15 whatsoever."

16          Are you with me there?

17      A.  Yes, I see that.  

18      Q.  And then in paragraph 16 Mr. Patrick said, "In 

19 2008 Illumina did not offer any clinical diagnostic 

20 products whatsoever and did not offer any products or 

21 services related to infectious diseases or microbiology.  

22 Rather, Illumina was a company that offered human 
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1 genetic sequencing services and supplied equipment and 

2 components for companies and laboratories to construct 

3 their own assays (scientific tests).  Those products and 

4 services are directed toward and used by an entirely 

5 different category of consumers from consumers of 

6 clinical diagnostic products."

7          Are you with me there?  

8      A.  Yes.  I see what that says.

9      Q.  So Mr. Patrick is trying to make the 

10 distinction that in your rebuttal declaration you are 

11 trying to disagree with that there is a distinction 

12 between Meridian's products being directed to the area 

13 of infectious disease and, on the other hand, Illumina's 

14 products being directed to people asking questions about 

15 human genetics.  

16          Do you disagree with that --

17      A.  Yes.

18      Q.  -- in your rebuttal declaration?

19      A.  Yes.

20          MR. HORNE:  Done with this?  

21          MR. HANKINSON:  Probably.  You never know.  I 

22 want to mark this as Exhibit X.  
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1          (O'Grady Exhibit X was marked for 

2          identification)

3 BY MR. HANKINSON:  

4      Q.  This Exhibit X is a declaration of Gregory F. 

5 Heath, who's an employee of Illumina; right?

6      A.  He was at the time.  

7      Q.  He is no longer with the company?

8      A.  No.  

9      Q.  And if you look at page 12, he signed this 

10 declaration on November 7th, 2014; right?

11      A.  Yes.

12      Q.  Mr. Patrick's declaration is from 2012; 

13 Mr. Heath's is from 2014.  Right?

14      A.  Yes.  

15      Q.  Could you find Exhibit 121 wherever Mr. Heath 

16 refers to it.  

17          It's taking some time.  Would you agree there 

18 is a great deal of information in Mr. Heath's 

19 declaration?

20      A.  I found it.

21      Q.  Very good.  What paragraph?

22      A.  30.  
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1      Q.  Would you agree that there is a lot of material 

2 prior to that?

3      A.  There is 29 paragraphs before that.  

4      Q.  Very nice, of varying length.  

5      A.  Of varying length.

6      Q.  Paragraph 30 refers to Exhibit 121; right?  

7      A.  Yes.  

8      Q.  And it says "true and correct copies of 

9 advertisements and trade show exhibitor lists are 

10 attached hereto as Exhibit 121"; right?

11      A.  Yes.

12      Q.  It does not say anything about infectious 

13 diseases here, does it?

14      A.  It does not qualify the market segment in any 

15 way.  

16          MR. HANKINSON:  I only brought one copy of this 

17 Exhibit 121, and I'd like to mark it as Exhibit Y.  

18          (O'Grady Exhibit Y was marked for 

19          identification)

20          MR. HANKINSON:  I don't have a copy of this 

21 either.  I'm sorry.  I'll have to impose on you to 

22 share. 
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1      Q.  So here is Exhibit 121.  Using this exhibit, 

2 would you please tell me what I should be gleaning about 

3 market segments and specifically infectious diseases, if 

4 anything, from Mr. Heath's statement and from Exhibit 

5 121.  

6          MR. HORNE:  Vague.  I also object to the extent 

7 it calls for a legal conclusion.  

8 BY MR. HANKINSON:

9      Q.  Let me interrupt you as you leaf through 

10 Exhibit 121 --

11      A.  Okay.  

12      Q.  -- and ask you if Illumina or Mr. Heath had 

13 intended for Meridian to be able to glean something from 

14 paragraph 30 and Exhibit 121, would it have been helpful 

15 to provide page numbers and an explanation of what about 

16 the market segments ought to be gathered from the 

17 statement in the exhibit?  

18          MR. HORNE:  Lacks foundation, argumentative, 

19 calls for a legal conclusion.  

20      A.  Are you asking me if it would be helpful?  

21 BY MR. HANKINSON:

22      Q.  To have a page number to look at for whatever 
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1 is supposed to discuss infectious diseases or market 

2 segments.  

3      A.  Yes, that would be helpful.  

4      Q.  And have you figured out if it says anything 

5 about market segments, in particular infectious diseases 

6 yet?

7      A.  I'm trying to understand what trade shows are 

8 included in this stack.  

9      Q.  It doesn't say in paragraph 30, does it?

10      A.  No, it doesn't.  

11      Q.  Actually paragraph 30 refers to exhibitors at 

12 trade shows, right, exhibitor lists --

13      A.  Yes.

14      Q.  -- as opposed to attendee lists?

15      A.  The paragraph says that we're exhibiting to the 

16 same set of consumers at the same trade shows, which 

17 would imply the attendees are overlapping.  

18      Q.  But the exhibitor lists would be expected to 

19 show whether Illumina and Meridian were both exhibitors, 

20 right, as you read paragraph 30?

21          MR. HORNE:  Argumentative, lacks foundation.  

22      A.  It does imply that, and it does show that.  
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1 BY MR. HANKINSON:  

2      Q.  Do you think it's a reasonable -- 

3      A.  At least AACC, the first one I looked at.

4      Q.  Do you think that's a reasonable interpretation 

5 of what paragraph 30 in Exhibit 121 should mean to a 

6 reader?  

7          MR. HORNE:  Lacks foundation, argumentative.  

8 BY MR. HANKINSON:  

9      Q.  I mean it's your interpretation, and you're a 

10 reasonable person; right?

11      A.  Yes and yes.  

12          MR. HANKINSON:  I'd like to mark Exhibit Z.  

13          (O'Grady Exhibit Z was marked for 

14          identification)

15          MR. HANKINSON:  This is a document provided by 

16 Illumina labeled as page ILLUM-1558, and I will note 

17 that this does say Trade Secret/Commercially Sensitive 

18 on it.  I don't think we're going to discuss any 

19 commercially sensitive information in the transcript, 

20 but be aware.  

21          MR. HORNE:  Okay.  

22 ////////
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1 BY MR. HANKINSON:  

2      Q.  Look at the second page of Exhibit Z, if you 

3 would, please.  

4      A.  Okay.  

5      Q.  There is a column on the left called 

6 Institution; right?

7      A.  Yes.

8      Q.  There is a column on the right called Title of  

9 Person, quote, "responsible for order," unquote; right?

10      A.  Yes.  

11      Q.  Okay.  Do you recognize the institutions listed 

12 in the column on the left?  There is 25 of them.  

13      A.  Yes.

14      Q.  They are large customers of Illumina; right?

15      A.  Yes.

16      Q.  Illumina identified these as their 25 largest 

17 customers in discovery at a certain point in time in 

18 this case.  Okay?

19      A.  Okay.  

20      Q.  And then Illumina identified the people or -- 

21 excuse me -- the positions on the right column as the 

22 title of the person responsible for the order.  Okay?
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1      A.  Yes.

2      Q.  Review this.  Review the titles of the people 

3 responsible for the order and count how many are not 

4 sort of professional supply chain or purchasing 

5 personnel.  In fact, why don't you call out the line 

6 numbers when you find some.  

7      A.  Line 5 is a Researcher.  Line 16 is a 

8 Researcher.  Line 21 is Program Coordinator, which is a 

9 little ambiguous as to what that is.  25, Life Science 

10 Research Assistant.  

11      Q.  So out of these 25 largest customers of 

12 Illumina, the person responsible for the order in 21 of 

13 them has a professional role related to purchasing or 

14 supply chain management; right?

15      A.  Yes.  That's implied.

16      Q.  And 3 out of the 25 have some sort of either 

17 researcher or life science research assistant; right?  

18      A.  Yes.

19      Q.  And then one of the 25 has a title Program 

20 Coordinator; right?

21      A.  Yes.

22      Q.  Do you have any knowledge -- let me start 
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1 again.  

2          Do you think that Illumina's top 25 customers 

3 are atypical in some sense in terms of who is 

4 responsible for the order, or do you think this is a 

5 pretty typical ratio of the titles of the people that 

6 are responsible for ordering from Illumina?

7      A.  It -- I don't have an opinion.  

8      Q.  No opinion one way or the other?

9      A.  No.  

10      Q.  Were you surprised in any way to see this 

11 ratio?

12      A.  I had no expectations.

13      Q.  And this list of titles agrees with our 

14 discussion from earlier today about stakeholders in the 

15 purchasing decision.  Some of these -- most of these are 

16 on the hospital administration side or the lab 

17 administrative side, and then some of them are on that 

18 research side?

19      A.  As a stakeholder responsible for an order, yes.  

20          MR. HANKINSON:  All right.  Let's mark 

21 Exhibit -- let's make this L.  Can we make it Exhibit L?  

22          MR. HORNE:  You don't want to make it double A?  
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1          MR. HANKINSON:  I want to make it Exhibit L.  

2          (O'Grady Exhibit L was marked for 

3          identification)

4 BY MR. HANKINSON:

5      Q.  This is a declaration from a guy named Paul A. 

6 Granato.  

7          Do you see that?  

8      A.  Yes.  

9      Q.  And Mr. Granato does not work at Illumina or 

10 Meridian.  He's currently the director of 

11 microbiology -- excuse me -- as of this declaration, he 

12 says he is currently the Director of Microbiology at the 

13 Laboratory Alliance of Central New York, located in 

14 Liverpool, New York; is that right?

15      A.  Yes.  I'm sorry, wait a second.  This is 

16 Syracuse, New York.  

17      Q.  Oh.  

18      A.  Hold on a second.  I'm sorry.  Yes, it says 

19 Liverpool, New York.  

20      Q.  Okay.  And then on the last page it's dated, it 

21 says, June 29th, 2012; right?

22      A.  Yes.  
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1      Q.  Okay.  Do you have any -- do you know Mr. -- 

2 Dr. Granato?

3      A.  I don't think so, no.  

4      Q.  Do you have any awareness of the Laboratory 

5 Alliance of Central New York?

6      A.  I'm not directly involved with them, no.  

7      Q.  So no awareness?

8      A.  No.

9      Q.  In this declaration he states that as Director 

10 of Microbiology he is responsible for the operational 

11 activities and diagnostic testing for this full service 

12 laboratory that provides diagnostic testing in the areas 

13 of bacteriology, virology, mycology, parasitology -- I'm 

14 sorry -- bacteriology, virology, mycology, parasitology, 

15 and mycobacteriology.  

16          Do you see that sentence?  

17      A.  Yes.  

18      Q.  If that's true, would you believe that 

19 Dr. Granato's lab is in the relevant market for 

20 Illumina's branded products and Meridian's branded 

21 products that are at issue in this dispute?

22          MR. HORNE:  Vague, calls for a legal 
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1 conclusion.  

2      A.  It could be.

3 BY MR. HANKINSON:  

4      Q.  It may or may not be?  Is that what you're 

5 saying?  You don't have enough information to tell if 

6 Mr. Granato's lab is in the market?  

7      A.  I would -- Based on the information provided, 

8 it looks like he would be a prospective customer of 

9 either Illumina or Meridian.  

10      Q.  Could you turn to page 3 -- excuse me, I'm 

11 sorry -- page 2, paragraph 8.  It's titled -- there's a 

12 heading, Purchasing Products in a Clinical Diagnostics 

13 Laboratory.  Do you see that?

14      A.  Yes.

15      Q.  Then paragraph 8 says, "The typical situation 

16 which I describe below is true of my current laboratory 

17 and the other laboratories in which I've worked."

18          All right.  And then he goes on to describe 

19 this situation.  You with me?  

20      A.  Yes.  

21      Q.  Okay.  I want to go through this with you and 

22 ask you about paragraph 9.  "There are typically several 
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1 specializations within a clinical diagnostics 

2 laboratory, including, for example, microbiology, 

3 chemistry, hematology, special chemistry and/or others.  

4 Each department has a manager or supervisor."

5          Do you agree or disagree with the statements in 

6 paragraph 9?

7      A.  I disagree.  

8      Q.  Okay.  What is the -- What do you disagree 

9 about?

10      A.  The generalization that every department has a 

11 manager or a supervisor.

12      Q.  That could vary across the board?

13      A.  It could vary across the board.

14      Q.  So somebody trying to prove that particular 

15 brand names are likely to be confusing to consumers in a 

16 market would need to demonstrate whether the relevant 

17 consumers are headed by a manager or supervisor, 

18 wouldn't they, or else you just wouldn't know?

19          MR. HORNE:  Calls for a legal conclusion.  

20      A.  I don't have an opinion as to whether 

21 determining if the managers or supervisors are the same 

22 is important.
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1 BY MR. HANKINSON:  

2      Q.  So whether a department -- You don't dispute 

3 these departments exist in a clinical diagnostics 

4 laboratory?

5      A.  They can.

6      Q.  They can.  And do you agree that typically 

7 there is at least several specializations within a 

8 clinical diagnostics laboratory?

9      A.  There can be.

10      Q.  And so your issue is with whether they are 

11 headed by a manager or a supervisor?  

12      A.  You know, actually the statement doesn't say 

13 it's a distinct manager or supervisor.  So one would 

14 assume that these departments are managed by someone.  I 

15 inferred that it was distinct.  It doesn't say that.  

16      Q.  And then in paragraph 10 he states, "The 

17 manager/supervisor of each department may have products 

18 that he or she identifies as needed for the department's 

19 work.  The manager/supervisor gives the product 

20 description, or often a catalogue number and supplier 

21 name, to the purchasing agent or laboratory's purchasing 

22 department.  
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1          "The purchasing agent or the purchasing 

2 department will locate a supplier for the product and 

3 place an order under a prenegotiated contract with a 

4 supplier that includes set pricing.  Sometimes, for 

5 products that are known to be needed in a certain 

6 quantity on a regular basis, standing orders will be set 

7 up without the need for separate purchase orders that 

8 would otherwise be required each week or each month.  

9 Again, such products are covered by a prenegotiated 

10 contract that includes pricing."

11          Do you agree or disagree with paragraph 10?

12      A.  This description seems to be reasonable for a 

13 lab that has a purchasing department supporting them and 

14 provides a general description of the protocol under 

15 Granato's experience.

16      Q.  Then in paragraph 11 he states, "Purchasing 

17 departments or purchasing agents are typically 

18 responsible for selecting manufacturers and distributors 

19 and negotiating contracts with them under which 

20 individual orders for products are placed.  The 

21 manager/supervisors of the laboratory departments 

22 request the products that are needed, but the purchasing 
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1 personnel of the laboratory typically choose the vendor 

2 to supply the products and set up the contracts if more 

3 than one vendor provides the same product."

4          Do you agree or disagree with paragraph 11?  

5      A.  I disagree with paragraph 11.

6      Q.  Let's take the first sentence.  Do you disagree 

7 with anything in that?

8      A.  I disagree with the part that says "responsible 

9 for selecting manufacturers."

10      Q.  Who do you think are typically responsible for 

11 selecting manufacturers?

12      A.  The lab director is directly involved with 

13 that --

14      Q.  Meaning -- 

15      A.  -- or other stakeholders.  

16      Q.  -- both have involvement; there is a group of 

17 people, not just the purchasing department?

18      A.  Yes.  That's right.  

19      Q.  But you don't disagree -- excuse me.  You agree 

20 that purchasing departments are typically involved?

21      A.  If there is one available for an institution, 

22 yes, I would assume they would be involved.
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1      Q.  And do you have knowledge of the percentage of 

2 institutions in the relevant market for this dispute 

3 that have purchasing departments available versus those 

4 that don't?

5      A.  No.

6      Q.  Do you disagree with anything in the second 

7 sentence of paragraph 11?

8      A.  I disagree with the part that says "The 

9 laboratory typically chooses the vendor to supply the 

10 products if more than one vendor provides the same 

11 product."  

12      Q.  Again, are you -- is your disagreement based on 

13 there being more people responsible as stakeholders in 

14 that decision than just the purchasing personnel?

15      A.  Yes.  

16      Q.  Do you have an opinion on whether the lab 

17 director is more likely to be directly involved in the 

18 purchase of equipment when the equipment is intended to 

19 be used in a laboratory-developed test versus when it's 

20 not?

21      A.  No.  I think it would be equally involved.  

22      Q.  Do you have an opinion on whether a lab 
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1 director at a CLIA high complexity lab is more or less 

2 involved in purchasing decisions than a lab director in 

3 a CLIA medium complexity lab?

4      A.  No, I don't have an opinion about that.

5      Q.  You don't know about the market in CLIA medium 

6 complexity labs?

7      A.  I don't know about the relative involvement of 

8 a lab director in making the decisions in that space.  

9      Q.  In paragraph 12 Dr. Granato says, "When there 

10 is more than one vendor of the type of product that a 

11 purchasing agent needs to procure, he or she will 

12 usually solicit bids from the multiple vendors and 

13 select the best overall option.  The selection is 

14 largely based on price, but other factors in the 

15 decision may include responsibility and reliability of 

16 the vendor from reputation or past experience."

17          Do you agree or disagree with paragraph 12?

18      A.  I disagree.  

19      Q.  And what do you disagree with?

20      A.  The paragraph 12 is assuming the product 

21 performance and features are equitable and the only 

22 basis of differentiation is price and support or 
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1 reputation.  

2      Q.  So product features would be -- and workflow 

3 would be factors that the stakeholders would also 

4 consider; right?

5      A.  Yes.

6      Q.  Before making a purchasing decision; right?

7      A.  Yes.

8      Q.  And to understand the features of the product 

9 and the workflow of the lab that would be required to 

10 implement the product, the stakeholders at a lab would 

11 need to get information from the source of the product 

12 about those features and that workflow; right?

13      A.  Yes.

14      Q.  And they'll procure that information before 

15 they make a final purchasing decision; right?

16      A.  Yes.  I would assume that to be true.  

17      Q.  And you believe it to be true as well --

18      A.  Yes.  

19      Q.  -- based on your experience?

20      A.  Yes.

21      Q.  Look at the heading "The Sophistication and 

22 Attention Level of Purchasers in a Clinical Laboratory."  
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1          In paragraph 14 Dr. Granato says, "Everyone in 

2 a clinical diagnostics laboratory who is responsible for 

3 requesting or purchasing products is well-educated and 

4 highly sophisticated."

5          Do you agree or disagree with that?  

6      A.  Highly sophisticated, I don't know what is 

7 implied by that; but well-educated I would agree with.  

8      Q.  Paragraph 15 says, "The laboratory 

9 managers/supervisors typically have specialized 

10 post-grad scientific education and are experienced with 

11 requesting products for the laboratory and familiar with 

12 the products that are available and their sources."

13          Do you agree or disagree with paragraph 15?

14      A.  I agree with everything up and to the end where 

15 it says "familiar with the products that are available 

16 and their sources."

17      Q.  So you agree that the laboratory managers or 

18 supervisors typically have specialized post-grad 

19 scientific education?

20      A.  Yes.  

21      Q.  And you agree that they are experienced with 

22 requesting products for the laboratory?
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1      A.  Yes.

2      Q.  In paragraph 16 Dr. Granato states, "The very 

3 great majority of purchasing agents of clinical 

4 diagnostics laboratories have a college education and 

5 specialize in sourcing products, soliciting bids, 

6 negotiating pricing contracts, and purchasing products.  

7 They are typically experienced in purchasing for medical 

8 institutions and are intimately familiar with the 

9 manufacturers and suppliers in the market and the 

10 products that they supply."

11          Do you agree or disagree with the statements in 

12 paragraph 16?  

13      A.  I don't necessarily agree with intimate 

14 familiarity with manufacturers and suppliers in the 

15 market and the products that they supply.

16      Q.  But you agree with the statements up until that 

17 phrase?

18      A.  I also am not aware of what level of education 

19 these individuals may or may not have as a purchasing 

20 agent, whether or not they have a college education.  

21 But the experience and sourcing products and bids and 

22 negotiating and purchasing is something I understand and 
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1 agree with.  

2      Q.  In paragraph 17 Dr. Granato says, "In the field 

3 of microbiology within a clinical diagnostics laboratory 

4 the managers/supervisors and purchasing agents are 

5 usually very familiar with what diagnostic tests are 

6 available for various infectious diseases and what 

7 companies provide or offer those tests."

8          Taking just that sentence, do you agree or 

9 disagree with that?  

10      A.  I disagree.

11      Q.  And what is the nature of your disagreement?

12      A.  They may or may not be aware of new and 

13 emerging products as they come available.  They would 

14 have to learn about those once they become available.  

15      Q.  So you agree that they are usually very 

16 familiar with what has been available in the past, but 

17 you're noting that when new products come out, of course 

18 they wouldn't already know about those?

19      A.  Actually I am also uncomfortable generalizing 

20 that clinical diagnostic laboratory managers or 

21 supervisors and purchasing agents are very familiar with 

22 the products that are available.  
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1          It's very general, and I don't know who knows 

2 what or who may not know something.  I don't -- I don't 

3 know that to be true as a generalization.

4      Q.  You don't know one way or the other?

5      A.  No.  

6      Q.  Do you agree that it is, as the second sentence 

7 says, their job to know the various diagnostic tests 

8 that are available for infectious diseases?

9      A.  I would assume if they're buying new technology 

10 they need to investigate what's available and understand 

11 the options.

12      Q.  And going on in that sentence, do you agree 

13 that although some of the product names are complex and 

14 although some of the product names are similar to one 

15 another, they are repeated with enough frequency that 

16 they are thoroughly learned?  

17      A.  I don't know if that's true.

18      Q.  You just don't know?

19      A.  I do not know.  

20      Q.  Let me ask you.  If Dr. Young agrees with that 

21 statement on Friday, do you think he knows better than 

22 you do?
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1      A.  I don't know whether or not one could 

2 generalize, based on his experience, to the rest of the 

3 market.  

4      Q.  So he would only know his lab better than you?  

5 He wouldn't necessarily be able to generalize as to all 

6 labs?

7      A.  Yes.

8      Q.  And the same is true of you?

9      A.  What are you asking me?  

10      Q.  You're not able to generalize as to all labs?

11      A.  That's what I just said in response to this 

12 paragraph, that I don't know if all labs and purchasing 

13 agents are intimately familiar with what options are 

14 available and whether or not they would be confused.

15      Q.  Do you think that you actually know whether, as 

16 a general matter, stakeholders in purchasing decisions 

17 in clinical diagnostic laboratories were aware of 

18 Illumina-branded products in the clinical diagnostics 

19 field prior to November of 2008?

20      A.  I know of examples of that, of individuals we 

21 interacted with that were aware of us.

22      Q.  And you've not provided a number as to how many 
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1 of those examples you know of in any declaration; 

2 correct?

3      A.  I don't believe so.  

4      Q.  And you don't think that you can generalize to 

5 the rest of the clinical diagnostics laboratories based 

6 on those examples; you just don't know one way or the 

7 other?  

8      A.  I don't know what their purchasing agents do or 

9 do not know about what products are available.  I don't 

10 know the answer to that.  

11      Q.  And now I'm asking you about stakeholders and 

12 purchasing decisions in clinical diagnostics 

13 laboratories prior to November 2008 and whether you can 

14 generalize from the examples that you know whether those 

15 stakeholders had awareness or not of Illumina-branded 

16 products in the clinical diagnostics field.  

17      A.  I'm sorry, that was a complex question.  Can I 

18 hear it again?  

19      Q.  Sure.  

20          Would you please read it.  

21          (Question was read)

22      A.  I'm sorry, you provided a date in 2008?  
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1 BY MR. HANKINSON:

2      Q.  Prior to November 2008.  

3      A.  Yes.  We had some level of awareness at that 

4 time with lab directors.

5      Q.  And you're comfortable generalizing as to the 

6 entire market, not just speaking of the individual 

7 examples that you're aware of?

8      A.  I don't think I am generalizing.

9      Q.  Do you have a market study that shows awareness 

10 in that market segment as of prior to November 2008?

11      A.  No.

12      Q.  And you have not provided a number of examples 

13 or the total number of relevant entities within the 

14 market; right?

15      A.  No.

16      Q.  So you don't have a basis to calculate the 

17 percentage of awareness; right?

18      A.  No.

19      Q.  And so you would be generalizing, based on 

20 examples, if you were to make a conclusion about 

21 awareness in the general market; right?

22      A.  Yes.
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1      Q.  So you're comfortable doing that, but you're 

2 not comfortable generalizing about the level of 

3 education, whether there are managers or supervisors or 

4 individual departments or the other things that you've 

5 disagreed with in Dr. Granato's declaration?

6      A.  I am not comfortable speculating what I do not 

7 know in regard to those specific examples you just gave 

8 me.

9      Q.  So when you generalize from examples without 

10 having a percentage, it's really speculation?

11          MR. HORNE:  Argumentative.  

12      A.  That not what I said.  

13 BY MR. HANKINSON:  

14      Q.  So you think there is a distinction with a 

15 difference between the two?

16      A.  Yes.  

17      Q.  And it's that you just feel more confident 

18 about it?  

19      A.  I'm able to give a specific example in one 

20 case.  I'm not in another.  I don't know it to be true 

21 in any measurable way about what familiarity someone may 

22 have of products.
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1      Q.  So you have an example, and you're generalizing 

2 based on it when you're talking about the market for 

3 clinical diagnostic products prior to November 2008 with 

4 respect to awareness of Illumina-branded products in the 

5 market?

6          MR. HORNE:  Argumentative, mischaracterizes 

7 testimony.

8      A.  Yes.

9          MR. HORNE:  You pretty close to stopping time?

10          MR. HANKINSON:  Yeah, I'm pretty close.  I'm 

11 not there.  

12      Q.  If I saw in an Illumina 10-K what the 

13 advertising spent was for the entire company in that 

14 year but it wasn't broken down between brands or market 

15 segments, does that provide me with information about 

16 how much money Illumina spent in that year to promote 

17 Illumina or IlluminaDX in the field of clinical 

18 diagnostics?

19      A.  I have not looked at the Illumina 10-K to 

20 answer your question.

21      Q.  Let's say it says that Illumina spent like $1.3 

22 million in a given year on advertising, and that's all 
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1 it says.  Okay?  

2      A.  Okay.  

3      Q.  Illumina has a lot of different advertising 

4 that it does; right?  It advertises in a lot of 

5 different ways?

6      A.  Yes.

7      Q.  And to a lot of different market segments?

8      A.  Yes.

9      Q.  So I wouldn't know how much of that $1.2 

10 million, as an example, would have been spent on the 

11 clinical diagnostic market segment; right?

12      A.  That's correct.  

13      Q.  And I wouldn't know whether any of it had been 

14 spent advertising the brand IlluminaDX?

15      A.  I don't believe that information is provided.

16          MR. HANKINSON:  Okay.  

17          MR. HORNE:  Done?  Let me contemplate.  Let's 

18 go off the record.  

19          (Brief interruption)

20                        EXAMINATION

21 BY MR. HORNE:  

22      Q.  Okay.  Mrs. O'Grady, earlier today you were 
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1 asked some questions about your understanding of what 

2 Illumina's recitation of goods meant.  

3      A.  Yes.

4      Q.  There were some questions about the time period 

5 with which you were making your understanding?

6      A.  Yes.  

7      Q.  Do you believe the recitation of goods would 

8 have any different meaning whether we're talking about 

9 2015 or 2008 or any time before 2008?

10      A.  No, I don't.  

11      Q.  Meaning you think the recitation would be the 

12 same for those time periods?

13      A.  Yes.

14          MR. HORNE:  Nothing further.  

15                    FURTHER EXAMINATION

16 BY MR. HANKINSON:  

17      Q.  In the year 2000 you were in undergraduate 

18 university; right?  You said you graduated either then 

19 or 2001?

20      A.  Yes.

21          MR. HANKINSON:  Nothing further.  

22          MR. HORNE:  Nothing further in response to 
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1 that.  

2          I'll just say you used some declarations from 

3 the summary judgment period.  To the extent Meridian 

4 believes that using those declarations allows them to be 

5 admitted as testimony declarations, we would object to 

6 that.  

7          MR. HANKINSON:  We would just be relying on Ms. 

8 O'Grady's testimony.  

9          MR. HORNE:  We can sort that out later.  Okay.  

10 No more questions.  

11          (Whereupon at 5:25 p.m. the deposition was 

12          concluded)

13                           - - -

14

15

16

17

18

19

20

21

22





5/12/2015 I llumina, Inc. v. Meridian Bioscience, Inc. Naomi O'Grady
Confidential - Pursuant to Protective Order

www.DigitalEvidenceGroup.com Digital Evidence Group C'rt 2015 202-232-0646

Page 273

1     Naomi O'Grady c/o

2     KNOBBE MARTENS

3     10100 Santa Monica Boulevard

    16th Floor

4     Los Angeles, California  90067

5     

6     Case: Illumina, Inc. v. Meridian Bioscience, Inc.

7     Date of deposition: May 12, 2015

8     Deponent: Naomi O'Grady

9           

10     Please be advised that the transcript in the above

11     referenced matter is now complete and ready for signature.

12     The deponent may come to this office to sign the transcript,

13     a copy may be purchased for the witness to review and sign,

14     or the deponent and/or counsel may waive the option of 

15     signing. Please advise us of the option selected.
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
BEFORE THE TRADEMARK TRIAL APPEAL BOARD

ILLUMINA, INC.,

Opposer/Petitioner,

-v-

MERIDIAN BIOSCIENCE, INC.,

ApplicanVRegistrant.

Opposition No. 91194218 (parent)

Cancellation No. 92053482
Reg. No. 3868081

DECLARATION OF PAUL A. GRANATO. PH. D.. IN SUPPORT OF APPLICANT /
REGISTRANT'S MEMORANDUM IN OPPOSITION TO

OPPOSER / PETITIONER 's MoTION FOR SUMMARY JUDGMENT

l, PaulA. Granato, hereby state and declare as follows:

1. My name is Paul A. Granato, I am over eighteen (18) years of age, and I have

personal knowledge of the facts stated in this Declaration.

2. ln 1967, learned a Bachelors degree in biology from LeMoyne College in

Syracuse, New York. ln 1971, I earned my doctorate in Microbiology from Syracuse University

in Syracuse, New York. I was a post-doctoral fellow in Clinical Microbiology from 1971to 1973

at Columbia University, College of Physicians and Surgeons, in New York, New York.

3. I am currently the Director of Microbiology at the Laboratory Alliance of Central

New York, located in Liverpool, New York. As Director of Microbiology, I am responsible for the

operational activities and diagnostic testing for this full service laboratory that provides

diagnostic testing in the areas of bacteriology, virology, mycology, parasitology, and myco-

bacteriology. lmportantly, my responsibilities also include the evaluation and implementation

of new molecular PCR and microarray technologies for the diagnosis of infectious diseases.

These services are provided 24 hours each day with a staff of 40 FTE.

4. I am also a professor of pathology at SUNY Upstate Medical University.
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)
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5. Among other duties, I am involved in the purchasing decisions for clinical

diagnostics products and other products in my laboratory. My laboratory is a consumer of

Meridian's clinical diagnostics products, including Meridian's ILLUMIGENE molecular diagnostic

tests.

6. ln the past, among other positions, I have served as Clinical Microbiologist in the

Crouse lrving Memorial Hospital in Syracuse, New York (August 1986 - June 1993); Chief of

Microbiology of the V.A. Medical Center in Syracuse, New York (September 1976 - August

1986); and Assistant Clinical Professor in the Department of Laboratory Medicine at the

University of Connecticut Medical School in Farmington, Connecticut (September 1973-

September 1976).

7. Through my current and past work experiences, I am very familiar with the

processes by which clinical laboratories identify the need for products, select products to

purchase, and arrange contracts for purchase prices with the companies who market the

products. The general purchasing process and the types of people or departments involved are

similar in the various laboratories in which I have worked and in others that I have observed.

Purchasino ucts in a Clinical D cs Latroratorv

B. The typical situation which I describe below is true of my current laboratory and

the other laboratories in which I have worked.

L There are typically several specializations within a Clinical Diagnostics

Laboratory, including for example Microbiology, Chemistry, Hematology, Special Chemistry,

and/or others. Each department has a manager or supervlsor.

10. The manager/supervisor of each department may have products that he or she

identifies as needed for the department's work. The manager/supervisor gives the product

description, or often a catalog number and supplier name, to a purchasing agent or the

laboratory's purchasing department. The purchasing agent or purchasing department will locate

a supplier for the product and place an order under a pre-negotiated contract with the supplier
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that includes set pricing. Sometimes, for products that are known to be needed in a certain

quantity on a regular basis, standing orders will be set up without the need for separate

purchase orders that would otherwise be required each week or each month. Again, such

products are covered by a pre-negotiated contract that includes pricing.

'11. Purchasing departments or purchasing agents are typically responsible for

selecting manufacturers and distributors and negotiating contracts with them, under which

individual orders for products are placed. The managers/supervisors of the laboratory

departments request the products that are needed, but the purchasing personnel of the

laboratory typically choose the vendor to supply the products and set up the contracts, if more

than one vendor provides the same product.

12. When there is more than one vendor of the type of product that a purchasing

agent needs to procure, he or she will usually solicit bids from the multiple vendors and select

the best overall option. The selection is largely based on price, but other factors in the decision

may include responsibility and reliability of the vendor, from reputation or past experience.

13. Laboratory managers/supervisors and purchasing departments or agents are

often aware of vendors and their available product lines from being contacted personally by

sales representatives from the vendors. ln this context, Meridian and lllumina are the "vendors"

or "suppliers."

14. Everyone in a Clinical Diagnostics Laboratory who is responsible for requesting

or purchasing products is well-educated and highly sophisticated.

15. The laboratory managersisupervisors typically have specialized post-grad

scientific education, and are experienced with requesting products for the laboratory and familiar

with the products that are available and their sources.

16. The very great majority purchasing agents of Clinical Diagnostics Laboratories

have a college education and specialize in sourcing products, soliciting bids, negotiating pricing
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contracts, and purchasing products. They are typically experienced in purchasing for medical

institutions and are intimately familiar with the manufacturers and suppliers in the market and

the products that they supply.

17. ln the field of Microbiology within a Clinical Diagnostics Laboratory, the

managers/supervisors and purchasing agents are usually very familiar with what diagnostic

tests are available for various infectious diseases and what companies provide or offer those

tests. lt is their job to know, and although some of the product names are complex, and

although some of the product names are similar to one another, they are repeated with enough

frequency that they are thoroughly learned.

18. For department managers/supervisors, it is a job requirement to be well informed

about the products available, the names of those products, and the companies that make them.

19. Both the laboratory managers/supervisors and the purchasing agents in a

Clinical Diagnostics Laboratory pay close attention to the products that they buy and the

sources of those products. To order a product, they must first know the source(s) of it, so that

they can purchase it under the pre-negotiated contract or solicit one or more bids for a new

contract. They pay attention to these sources and product names.

20. Personnel at Clinical Diagnostics Laboratories, including the department

managers/supervisors and purchasing agents discussed above, are accustomed to the names

of different medical products sounding similar to one another, or sharing identical beginnings but

different endings, or vice versa. Naming conventions such as these are not uncommon in the

industry.

21. The people who impact purchasing decisions pay close attention to the full words

in a product name, including the endings of the words, and also have a keen awareness of the

company names that are suppliers of the products they purchase. When they are requesting or

ordering products, they focus on and use the name of the supplier of the product as well as the
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full name of the product itself. They know that mistakes in medical supplies orders are

potentially very costly, and they proceed carefully and according to the purchasing process, not

impulsively or in a great hurry.

22. Without the name of the supplier, purchasing agents could not order the products

under the negotiated contract. To make orders, they first locate the supplier who offers the

product that has been requested, and then place the order. lf they encounter a product name

without an accompanying name of the supplier of the product, they will look up the name of the

supplier and ensure that it is the right company. The contracts negotiated between the

laboratory and the supplier are negotiated carefully and cover the particular products that the

supplier has available, assigning pricing to each. Products are then ordered pursuant to these

negotiated contracts, with the name of the supplier firmly identified and in mind at the time that

products are ordered.

23. By way of example, if someone working in my Microbiology Lab needs a test for

Ctostridium difficite, and does not already have one, he may research available options or

consult with marketing material received from vendors. lf, for example, he wants to order and

use the ILLUMIGENE product, he will contact his purchasing agent and request that the

ILLUMIGENE product be ordered. lf the Microbiology Lab does not currently order the

ILLUMIGENE product, the purchasing agent will look up the vendor that supplies that product.

When the purchasing agent determines that Meridian is the vendor, the purchasing agent will

check to see whether the Laboratory has an existing vendor contract with Meridian. Finding that

we do, the purchasing agent will then arrange for the purchase of ILLUMIGENE test kits from

Meridian. Unless another vendor also offers an ILLUMIGENE or similar-sounding product for
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the same purpose - here, to test for the presence of Clostridium difficile - the purchasing agent

will not be confused as to what she is ordering and/or who she should be ordering it from.

Pursuant to 37 C.F,R. S 2.20, the undersigned being warned that willful false statements

ând the like are punishable by fine or imprisonment, or both, under 18 U.S.C. 1001, and that

such willful false staternents and the like may jeopardize fhe validity of the application or

document or any registration resulting therefrom, declares that all stãtements made of my own

knourledge are true; and all statements made on information and belief are believed to be true.

Executed 2012

PaulA. Granato, Ph.D., DABMM, FAAM
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ILLINC.266M TRADEMARK

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD

lllumina, lnc.,

Opposer,

Meridian Bioscience, lnc.,

Applicant.

Opposition No.: 91 194218

REBUTTAL DECLARATION OF NAOMI O'GRADY

l, Naomi O'Grady, declare as follows:

1. I have personal knowledge of the matters set forth herein and if called upon to

testify, I could and would competently testify thereto.

lllumina's Products are Marketed to a Broad Ranqe of Gustomers

2. ln Paragraph 15 of his declaration, Mr, Kozak asserts "[g]iven Meridian's

marketing and sales strategy and the strict separation of the clinical and research disciplines

within any given hospital lab or reference lab, the relevant consumers on the research side of

such labs - i.e, the consumers of lllumina's product - probably have very little if any familiarity

with Meridian. Conversely, Meridian's relevant consumers on the clinical diagnostic side of such

labs probably have very little if any familiarity with lllumina." I disagree with Mr. Kozak's

asserlion.

3. First, as explained elsewhere in this declaration, lllumina's customers are not

limited to research labs. lnstead, since at least 2007, lllumina's products have been used in

clinical diagnostics labs.

4. Second, as also explained elsewhere in this declaration, clinical diagnostics labs

)

)
)

)

)

)
)

)

)
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are not always separated by applícation segment, as Mr. Kozak states in Paragraphs 30 and 31

of his declaration.

S. Third, as explained below, lllumina's marketing efforts reach all aspects of the

molecular biology industry, including both research labs and clinical diagnostics labs (e.g-'

molecular pathology), and across all of the application segments that Mr. Kozak identifies in

Paragraph 7 of his declaration.

6. lllumina's marketing efforts have such a broad reach because lllumina focuses its

marketing efforts on the broadest category of diagnostic customers. 
'More specifically, lllumina

begins its marketing process by targeting Molecular Pathologists as a whole, as opposed to

focusing on a specific customer group. These broad marketing efforts are accomplished, in part,

by utilizing pre-compiled customer lists of Molecular Pathologists.

T. Molecular pathology is focused on the study and diagnosis of disease through

the examination and detection of molecules within organs, tissues or bodily fluids. lt includes

the application of molecular and genetic approaches to the diagnosis and classification of

human diseases (both genetic and infectious diseases), the design and validation of predictive

biomarkers for treatment response and disease progression, and the susceptibility of individuals

of different genetie constitution to develop disorders. Molecular pathology is commonly used in

diagnosis of cancer and other genetic diseases as well as infectious diseases, and both

Meridian's and lllumina's products fall within the molecular pathology category. Thus, when the

products are used for the purpose of diagnosing patients, they both also fall within the sub-

category of molecular diagnostics.

B. There ate a limited number of entities that rent compiled lists of potential

customers in the molecular pathology space. For example, the Association of Molecular

pathology ("AMP") and the College of American Pathologists ("CAP") rent such lists. lt is

common practice for manufacturers of molecular pathology products to purchase these lists and

focus marketing efforts based on the lists.
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g. lllumina rents customer lists from one or more of the aforementioned

associations, and it sends marketing materials covering the whole range of its products to the

potential customers indicated on the list. Under this umbrella approach to marketing, there is no

consideration given to any particular customer's specialty (assuming a customer even has a

specialty). As a result, any laboratory that performs services within the context of molecular

pathology is likely to receive lllumina's marketing materials.

Labs

10" Throughout his declaration, Mr. Kozak suggests that lllumina's products have

only been used in research labs and not in clinícal diagnostics labs. This is incorrect' ln

addition to the fact that lllumina has received FDA clearance for various IVD devices, lllumina's

RUO-labelled products-including its MiSeq@, HiSeq@, NextSeq@, Bead Array Reader, iScan@,

and BeadXpress@ instruments and their associated consumables -while marketed as RUO

("Research Use Only") products, have routinely been purchased by labs and other customers

that subsequently have promoted their products as LDTs since at least 2007 (or, for some of the

aforementioned products, their date of introduction if later).

11. Although those instruments and consumables are not the sole components of the

LDT, they constitute a substantial aspect of the LDT because they are what actually analyzes

and identifies the genetic material at issue.

12. For that reason, I disagree with Mr. Kozak's bolt manufacturer analogy in

Paragraph 24 of his declaration. lllumina's devices are not analogous to a mere commodity

such as a bolt. lnstead, they are more analogous to the engine.

13, lllumina's instruments (e.g., MiSeq@, HiSeq@, NextSeq@, Bead Array Reader,

iscan@, BeadXpress@) may be used by LDT developers to detect DNA. While the technology

is different, Meridian's ILLUMIPRO instruments also detect DNA. ln addition, the LDT

developers that use lllumina's instruments also often use lllumina's reagents in sample
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preparation assays which are read by the lllumina instrument. Similarly, Meridian provides

ILLUMEGENE assays that prepare a sample to be read by its ILLUMIPRO instruments.

14. Further, LDTs are commonly developed by clinical diagnostic labs, which also

use IVD products.

15. ln fact, LDTs are commonly used to diagnose patients. Often, the same

clinicians in a lab are using both LDTs and lVDs. This is because the rapidly evolving needs at

the diagnostics level vastly outpace the process of becoming an FDA-cleared or approved lVD.

As an illustration, when a new disease or new strain of a disease is discovered, the need to

diagnose patients begins immediately, whereas the ability to receive FDA clearance or approval

as an IVD lags behind. LDTs are criticalto keep pace with medical needs.

lllumina Has a Presence in the lnfectious Disease Market

16. Throughout his declaration, Mr. Kozak repeats that only Meridian, not lllumina,

has any presence in the infectious disease market. Further, Mr. Kozak states that Meridian's

products are used in detecting pathogens, while lllumina's products are limited to tests in human

genetics. Both assertions in reference to lllumina are inaccurate.

17. Since at least 2007, lllumina's products could be utilized specifically for work with

infectious diseases. ln particular, BeadXpress@ could be used to identify diseases, whether

genetic and inherited or infectious diseases, based on the DNA make-up of the disease'

18. ln 2QOT,lllumina collaborated with the University of Maryland School of Medicine

in connection with a grant received by the Gates Foundation to use the VeraCode@ and

BeadXpress@ platform to detect the microbial pathogens that contribute to diarrheal disease

(i.e., infectious diseases, including C. difficile)'

19. ln 2009, lllumina explored the use of its BeadXpress@ platform with EraGen to

identify various flu causing viruses/bacteria by the DNA make-up of the same'

20. To encourage development of diagnostics related to complex diseases including

infectious diseases, in 2010, lllumina created the VeraCode@ Assay Design Challenge.
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lllumina granted an award to the Royal Women's Hospital in Melbourne for the development of

diagnosis methods for infectious urethritis (Exhibit 1).

21. ln addition , in 2010, lllumina had development programs for tests related to

detecting multi-drug resistant organisms (including and a viral transplant panel to detect

infectious diseases) (Exhibits 2 and 3). Both of these development programs were presented at

lllumina marketing external seminar series (Exhibits 4 and 5),

22. ln January 2011, lllumina acquired Epicentre Biotechnologies Corporation.

Epicentre manufactures specialty enzymes and biological preparations for use in molecular

biology research and medical diagnostics. For example, Epicentre markets the QuickExtractrM

Bacterial DNA Extraction Kit. This kit provides a simple method for extracting DNA for use with

a variety of applications such as creation of lab-developed tests, and has been tested with a

range of bacteria, including Streptococca/ bacteria, E. Coli, and Salmonella typhimurium, which

are infectious diseases. Accordingly, this kit is useful across a number of fields, including in life-

sciences research, applied markets, and the molecular diagnostics market and has been bought

by a number of our clinical diagnostic lab customers.

23. ln 2011, lllumina collaborated with Siemens Healthcare to develop an assay to

detect HlV. ln fact, lllumina built a Biosafety Level 2 (BSL-2) lab for the Research and

Development group at this time to be able to handle blood samples received through lllumina's

work with Siemens. A BSL-2 lab is a special lab designed to contain biological agents in an

enclosed facility. ln the United States, the Centers for Disease Control and Prevention specify

the required levels. A level 2 Íacility is required for work involving agents of moderate polential

hazard and requires that laboratory personnel receive specific training in handling pathogenic

agents and be directed by scientists with advanced training. Companies build these types of

labs, and lllumina did build its lab, to be able to work with infectious diseases.

24. ln Novemb er 2011, lllumina collaborated with Siemens Healthcare Diagnostics to

make Siemens' molecular HIV tests compatible with lllumina's MiSeq@ platform and to develop
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additional sequencing-based infectious disease assays for the clinical diagnostics market'

Through its venture with Siemens, lllumina saw additional adoption of its next generation

sequencing (NGS)technology in the clinical diagnostics market.

25. Further to promotional and marketing activities mentioned in my previous

declaration, both lllumina and Meridian also attend the American Society for Microbiology

events, in 2013 and 2014 both lllumina and Meridian have been Exhibitors at the American

Society for Microbiology annual meeting. (Exhibit 6).

26. lllumina's products are also used in connection with infectious disease by virtue

of molecutar epidemiology, which includes identifying the genome of infectious diseases (i.e-,

the genome of the disease causing agents such as bacteria and viruses) affecting human

populations for infectious disease control, For example, hospitals have created assays that

utilize lllumina,s MiSeq@ for infectious disease control by identifying how the disease has

spread within the hosPital.

27. Due to the significant impact lllumina's products have in connection with

infectious disease, lllumina formally created its Microbiology Group in 2010' The purpose of this

group was to build on the prior work and continue to expand and further develop the uses of

lllumina's technology for infectious disease.

2g. ln 2014, lllumina entered into a collaboration with BioMerieux to develop

applications for microbiology sequencing technologies. Utilizing lllumina's MiSeq@ next-

generation sequencing system in conjunction with BioMerieux's culture collection of more than

BO,O00 references for infectious diseases, the companies plan to jointly develop a pathogen

genome database. (Exhibits 7 and 8). The end result of this project will be an accurate, fast, and

accessible solution for medical providers to detect infectious disease and thereby both contain

endemics and avoid transmission of infectious agents. Simply put, this product will be a

sequencing solution dedicated solely to detection of infectious diseases.

29. ln addition to the BioMerieux collaboration, lllumina's MiSeq@ next-generation
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sequencing system has already had significant success in the clinical microbiology (i.e"

infectious disease) space. Part of this success is due to the fact that hospital infection control

has been one of the major emerging issues in recent history. As an illustration, Methicillin-

resistant Staphytococcus aureus (commonly known as MRSA) is commonly acquired during a

patient's stay at a hospital. MRSA can be life threatening because of its resistance to antibiotics

and ease of transmission. Before its collaboration with BioMerieux, lllumina had development

programs for tests related to MRSA (Exhibits 4 and 5).

30. When an outbreak is suspected, hospitals will commonly collect samples from

patients and the environment, and send them to a clinical microbiology lab for testing' Clinical

microbiology labs will then use lllumina's sequencing products to analyze the samples, compare

them to others, and inform the hospitals of whether or not there has been an infectious disease

outbreak.

overlap of lnfect¡ous Disease with other Areas of D¡agnostics

31. ln his declaration, Mr. Kozak suggests that infectious disease is always separate

and distinct from other types of diagnostic work. I disagree. I personally know of at least five

individuals who run labs that perform infectious diseases diagnostics along with other areas of

diasnostics'uT "' 
ï:"",."ï ffi::::ï:;"Ï, " 

Morecurar pathorosv and the co-

Director of the Translational Research Program and Pathology Shared Resource at Dartmouth

College. His practice focuses on Molecular Diagnostics for lnfectious Disease, Molecular

Genetics, Molecular Oncology and Pharmacogenornlcs;

. Dr, Karen Weck is the Director of the Molecular Genetics Laboratory at

the University of North Carolina School of Medicine. Her work deals with both the diagnosis of

infectìous diseases and other diseases such as genetic diseases;

. Dr. Wayne Grody is the Director of the Molecular Diagnostics Laboratory

at UCLA. His lab offers DNA,based tests for diagnosis of a wide variety of genetic, infectious,



and neoplastic diseases, as well as bone marrow engraftment, patient specimen identifícation

and paternitv testins t::i::ii""Ïl-"" 
nzatezis the chair or the Division or Morecurar

Diagnostics in the Department of Pathology and the director of the Molecular Diagnostics

Laboratory at the Virginia Commonwealth University Health System. She works in the field of

molecular diagnostics in the area of genetics, oncology, personalized medicine,

pharmacos"n":'"'"^i:t:i:i::ffi 
is the scientific Director of rnfectious Disease at

TriCore Reference Laboratories and a Professor in the Department of Pathology at the

University of New Mexico. He has purchased an lllumina Bead Array reader specifically for

cytogenetics use. Dr. Young's lab also focuses on the diagnosis of infectious diseases such as

C. difficile, Adenovirus, HMPV, RSV, Rhinovirus, and various lnfluenza strains.

. Both Dr, Tsongalis and Dr. Ferreira-Gonzales were former Association for

Molecular Pathology (AMP) presidents. The primary task of an AMP president is to convey the

essential role of molecular pathology to the broader medicalcommunity, patients, the public and

the government which, in turn, will promote the highest quality of molecular diagnostics to

improve patient care.

32. Moreover, further to the previous section, the five labs mentioned above perform

their services using a combination of LDTs and lVDs.

Pricinq

3A. Mr. Kozak points out that lllumina's products, such as the BeadXPress@ and

MiSeqDx@ cost $95,000 and $125,000 respectively, lllumina, however, has programs to place

its instruments in labs at no upfront cost through the use of leasing and reagent rental models

and evaluation to purchase agreements.

34. Further, the assays (or tests) sold to be used with lllumina's instruments have a

similar cost to Meridian. One benefit of lllumina's technology is it replaces iterative single
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analyte assays with multiplexed analysis leading to cost, labor and workflow efficiencies. For

example, lllumina's BeadXPress@ tests cost in the range of mere pennies to $40 per sample

and when multiplexed cost $0.50 to <$1 per analyte. ln addition, a 1S-gene DNA sequencing

panel, with a cost of $200 per sample, yields a cost per gene of $13, which equates to less than

a penny per nucleotide.

lllumina's Affiliation with Other Gompanies

35. lllumina's name is often used in the marketing materials of various third parties

including reference or clinical diagnostic labs. As an illustration, lllumina developed a

collaborative service arrangement called the lllumina Certified Service Provider (CSPro). ln

effect, this arrangement allows such labs to display the lllumina name and logos, in conjunction

with their own, so customers can be sure they are receiving the industry-leading data quality

and service they have come to expect from lllumina. There are no less than 34 labs in North

America that display the lllumina certification in connection with the services they provide'

30. Once a lab has received its certification from lllumina, lllumina CSPro

laboratories receive materials such as co-branded CSPro flyers wlth the laboratory's contact

information, logo, and description, lab signs, polo shirts for laboratory staff, and lllumina product

literature. Furthermore, co-marketing such as a feature article in lllumina's iCommunity e-

newsletter, a co-promotional package at a trade show, email blasts, additional technical training,

sponsorships, open house, and workshops are available to the partnered lab.

37. ln Paragraph 17 of his declaration, Dr. Elagin asserts lllumina's recitations are

"extremely vague." I disagree; lllumina's recitations are not vague.

38, ln Paragraph 11 of his declaration, Dr. Elagin discusses the recitation of goods in

Meridian's ILLUMIGENE and its ILLUMIGENE MOLECULAR SIMPLIFIED & design

registrations. The recitation is "Diagnostic kits consisting of molecular assays for use in disease

testing and treatment of gastrointestinal, viral, urinary, respiratory and infectious diseases." Dr.
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Elagin states that one would interpret this "to mean an amplificationidetection test for microbial,

viral, or other disease-causing agent." I disagree with this statement. To the contrary, there are

gastrointestinal, urinary, and respiratory diseases that are not caused by a microbial, viral, or

other disease-causing agent. These would include diseases that are inherited, have a genetic

susceptibility, and/or are acquired through somatic genetic mutations, such as cystic fibrosis,

chronic obstructive pulmonary disease (COPD), stomach cancer, bladder cancer, colon cancer

and lung cancer.

39. ln Paragraph 14 oî his declaration, Dr. Elagin states that one "would recognize

that nothing in Meridian's trademark registrations and applications refers to any good or service

that would use "random array technology.' I disagree with this statement with respect to the

ILLUMIGENE registrations. More specifically, molecular assays for use in disease testing and

treatment of gastrointestinal, viral, urinary, respiratory and infectious diseases could be used

with microarray or random array technology.

40. ln Paragraph 14 of his declaration, Dr. Elagin discusses the recitation of goods in

lllumina's Registration No. 2471539. The recitation is "Developing, to the order and

specification of others, biological and/or chemical sensing systems which use random array

technology to identify inorganic and organic molecules, compounds, and substances." Dr.

Elagin then recites his "understanding [] that the term 'random' implies that a system has

random eccess for a sample input, and 'array' means microarray technology." Dr. Elagin is

wrong regarding his understanding of random. lnstead, the word "random" in this context

means that the collection of microscopic regions used in microarray technology are arranged

randomly, rather than in a prearranged configuration.

41. ln Paragraph 14, Dr. Elagin also states that microarray technology "is completely

different from the ILLUMIGENE technology which utilizes a single analyte amplification and

detection by turbidimetry." With respect to the "single analyte" portion of his statement, there is

nothing in the ILLUMIGENE recitations that limits the described goods to detection of a single
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analyte. Moreover, although microarray technology is often used for multi-analyte analysis, it

could also be used to detect a single analyte as well. With respect to the "turbídimetry" portion

of his statement, there is nothing in the ILLUMIGENE recitations that limits the described goods

to the use of turbidimetry.

42. ln Paragraph 14, Dr. Elagin states that "ILLUMINA-branded products are in a

different field of endeavor with different consumers - consumers who are looking not for 'ready-

made' IVD tests and locked IVD software on readers of those tests, but rather for open-platform

research equipment that customers can tweak - certainly RUO products, not IVD products'"

This statement is incorrect because ILLUMINA-branded products are not only bought by

consumers looking for open-platform research equipment. Rather, lllumina-branded products

are also purchased by labs that develop diagnostic tests. And, as explained in my and Ms.

Possemato's original declarations in this matter, lllumina sells FDA-cleared IVD products. One

of those IVD products, the MiSeqDx is referred to as an open platform and is sold with a kit

called the Universal Kit; this shows that open platform systems and consumables can be lVDs

and can also be used by labs for diagnostic use'

4g. As explained above, since at least 2007, lllumina's products have been selected

by CL¡A-certified labs for use in LDTs. Consumers that create LDTs are often also purchasers

of IVD products.

44. For this same reason, Dr. Elagin is incorrect when he states in Paragraph 14 that

"the 'random array technology' described in this recitation implies such open-platform research

equipment that is used by consumers separate and distinct from the ready-made 'kits' identified

in Meridian's ILLUMIGENE recitations." Nothing in the recitation in lllumina's Registration No.

2471539 says that the developed goods would only be used for research. lnstead, the goods

are often used by labs that perform lab developed tests (LDTs). ln addition, nothing in the

recitation in lllumina's Registration No. 2471539 says thatthe recitation would only be used for

open-platform use. lnstead the recitation could be for targeted applications.
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45. Dr. Elagin also addresses lllumina's Registration No. 2756703, which recites

"scientific equipment and instruments, namely scanners, hybridization stations and fluidics

delivery and computer systems sold as a unit and cassettes containing molecular sensing

optical fiber bundles for analyzing cells, proteins, nucleic acids and other molecules of 50 to

1O,0OO Dalton." ln Paragraph 16, he states that this recitation "describes types of equipment

that are used in scientific research ...." To the extent Dr. Elagin is suggesting that the recitation

describes types of equipment that are only used in scientific research, he is wrong. To the

contrary, the goods described in this recitation could be purchased by a diagnostic laboratory for

use in LDTs and have been purchased extensively by customers who develop LDTs'

46. ln Paragraph 16, Dr. Elagin also states that "the two types of tests have critically

different functions and contexts, with different applications and consumers: those who would be

interested in a single target detection in a closed system for human in vitro diagnostics testing

(Meridian's ILLUMIGENE product) on the one hand versus those seeking to identify multiple

analytes in a high throughput screening context (lllumina's sequencing DNA, genotyping, gene

expression profiling and high through-put screening' products, for instance)"' To the extent the

first portion of this statement refers to the IILUMIGENE recitations, it is wrong because nothing

in that recitation limits the goods to "single target detection." Second, to the extent Dr' Elagin is

attempting to limit lllumina's recitation to "high through-put screening" he is incorrect because

the recitation includes more, such as analyzing cells, proteins, nucleic acids and other

molecules of b0 to 1O,O0O daltons, sequencing DNA, genotyping, and gene expression profiling.

ln any event, despite any differences in the functions of the two types of tests, those different

functions do not necessarily imply different customers. This is because the goods recited in

lllumina's Registration No. 2756703 could be used in LDTs by customers that also use lVDs

that test for a single target.

47. ln Paragraph 14, Dr. Elagin also states "for example, an individual using an

lllumina product for 'high through-put screening' is not attempting to identify a single pathogen in
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a human sample. Rather, that individual is conducting research on a large scale attempting to

identify a number of different genetic variations that might be present in a person's DNA." This

statement is both wrong and misleading. Dr. Elagin's statement is misleading because he

refers only to high through-put screening when he states that the user "is not attempting to

identify a single pathogen in a human sample." He ignores the other aspects of lllumina's

registration, which refers to "analyzing cells, proteins, nucleic acids and other molecules of 50 to

lO,OOO daltons, sequencing DNA, genotyping, and gene expression profiling'" He also

misleadingly suggests that the product would only be analyzing a human sample. To the

contrary, these methods have been used to identify a single pathogen in a human or non-

human (such as animal, bacterial, or viral) sample.

48. ln Paragraph 18, Dr. Elagin states that lllumina's recitations "describe the

detailed study and characterization of human genetic material in scientific research." This is

incorrect. The two recitations that I have addressed in this declaration are not limited to goods

that are only ever used to conduct research. lnstead, they can and have been selected by

diagnostic laboratories for use in LDTs. Second, the goods are not limited to use with human

genetic material. lnstead, they can and are used with non-human material such as animal,

bacterial, or viral samples. And contrary to Dr. Elagin's other statement in Paragraph 14 - that

"the consumers interested in such goods are dramatically different ...'- consumers for products

to be used in an LDT are often also consumers for IVD products, And the consumers of

products that detect infectious diseases are also consumers of products that detect other

diseases, including genetic diseases.

49. To be clear, even though the technology may be different, both lllumina's

products and Meridian's ILLUMIGENE and ILLUMIPRO products can be used to identify

infectious disease by detecting genetic sequences that match the particular disease.

SO. ln Paragraph 24 of his declaration, Dr. Elagin states that all of lllumina's

registrations "specify that the goods and services will be used in scientific research, human
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genetic sequenc¡ng or genotyp¡ng, and spec¡fically by using microarrays." This is incorrect' As I

explained above, the two ILLUMINA registrations that I reference above are not limited to

research use. They are also not limited to genetic sequencing or genotyping. Further, they are

not limited to the human genome and could be used and are used for non-human genomes' e'g'

for viral or bacterial genomes.

51. ln paragraph 25 of his declaration, Dr. Elagin attempts to distinguish lllumina's

and Meridian's customers. ln so doing, and for the reasons described above' he

mischaracterizes the goods and services recited in lllumina's Registration Nos' 2471539 and

2756709. He also states that "the consumers of 'diagnostic kits' and 'diagnostic machines' are

treating/clinical physicians looking for an inexpensive and quick way to confirm or deny the

presence of a particular bacteria, fungus, or virus." This is misleading in a few ways. First,

Meridian's own package inserts for its ILLUMIGENE and ILLUMIPRO products indicate that the

use is intended for "hospital, reference or state laboratory settings," and "not intended for point-

of-care use". (Exhibit g). Second, even if true, it is not true of all diagnostic kits and machines.

Diagnostic kits and machines are used in various settings, including clinical diagnostic labs that

purchase products to be used in LDTs and also purchase IVD products. ln addition diagnostic

kits and machines can be used for other and more complex uses, included for analyzing human

genetics. ln addition, Dr. Elagin mischaracterizes the questions that a consumer of lllumina's

products may ask. Contrary to Dr. Elagin's statements, consumers use lllumina's products in

LDTs to answer the question "Does this patient have the disease X?"

52. ln paragraph 27 of his declaration, Dr. Elagin separately states that (1) "in 2008,

lllumina's products had zero presence inside a Clinical Diagnostic or Microbiology Laboratory";

(2) ,'in 200g through 2009, lllumina's products and services were focused on research

applications as 'Research Use Only' ('RUO') products and were not cleared by the FDA for'ln

Vitro Diagnostic, use ('lVD')"; and (3) "these RUO products are used by academic laboratories,

medical centers for research purposes, government research entities, large pharmaceutical
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companies who do substantial research, and research laboratories, nof the clinical diagnostic

laboratories. ln general, lllumina operated in the research market .,.."

53. Although it is true that lllumina did not have an IVD product at this time, these

statements contain many inaccuracies. As stated above, lllumina was not absent from clinical

diagnostic laboratories duríng this time because its products were selected by many diagnostic

labs as part of LDTs. Many of such labs purchase RUO products to use in LDTs and also

purchase IVD products. ln addition, in 2008, lllumina had a market¡ng presence in the clinical

laboratory and microbiology laboratory industries. This marketing presence was achieved by

attendance at tradeshows such as AMP as well as other marketing activities.

54. tn Paragraph 28 of his declaration, Dr. Elagin states that "in a small number of

medical institutions, or in much larger and well-funded institutions, researchers in the research

laboratory side do work that would be considered, in one sense of the word 'diagnostics,' but it

is not through the use of IVD clinical diagnostic products...rather in this small subset of

laboratories researchers create their own diagnostic assays from RUO parts and

components,.." First, Dr. Elagin has mischaracterized the market. WhatDr. Elagin is referring

to when he states that researchers create their own diagnostic assays from RUO products is

what I have been referring to as LDTs or "lab developed tests." lt is not a small number of

medical institutions or only larger more well-funded institutíons or only a small subset of

laboratories that conduct LDTs. To the contrary, many clinical diagnostic labs develop and

market LDTs, As stated previously, in addition to using lllumina's products to develop LDTs,

these institutions, including clinical diagnostic labs, also use IVD products such as Meridian's

ILLUMIGENE and ILLUMIPRO products and lllumina's IVD diagnostic products. ln addition,

persons that buy lllumina's products to develop and market in LDTs are providing diagnostic

services. Therefore, characterizing all persons that use lllumina's products as "researchers" is

incorrect.

55. ln Paragraph 30 of his Declaration, Dr. Elagin states that "[T]he only 'diagnostic
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product or serv¡ce' in this LDT environment, necessarily due to regulations, is the test report

from the laboratory." This is incorrect, LDTs themselves are diagnostic services'

56. ln paragraph 37 of his declaration, Dr. Elagin discusses the VeraOode@

Genotyping Test on the BeadXpress@ platform, which was based on nucleic acid amplification

and solid-phase hybridization technology to detect single nucleotide polymorphisms (SNPs)' Dr'

Elagin incorrectly implies that the platform was limited to the detection of human inherited

disease and ,,it has nothing to do with infectious disease or microbiology..." lnstead the nucleic

acid amplification and solid-phase hybridization technology has been used in an infectious

disease and microbiology setting. For example, lllumina partnered with the University of

Maryland School of Medicine in connection with a grant received by the Gates Foundation to

use the VeraCode@ and BeadXpress@ platform to detect the microbial pathogens that

contribute to diarrheal disease (i.e., infectious diseases, including C' difficile)'

57. ln paragraphs 3g and 42 of his declaration, Dr. Elagin states that "analyzing

human genetics is a totally separate scientific field from detecting infectious diseases." I

disagree with this statement. lnstead, the fields are closely related. Both involve detecting

nucleic acids, and the same scientific methods are often used to detect human nucleic acids

and the nucleic acids of a microorganism, ln fact, the genetic blue print of both humans and

microorganisms are made from the same building blocks - i.e., DNA and/or RNA represented

as strings of nucleotide bases. This means the type of chemistry, tools, and techniques used to

analyze human nucleic acids can and are often used to analyze the nucleic acids in a microbial

organism such as the nucleic acids of infectious diseases'

5g. ln paragraph 40 of his declaration, Dr. Elagin discusses lllumina's Cystic Fibrosis

IVD products. He states that "the consumer of such a product is analyzing what causes human

inherited diseases (cystic fibrosis in this case), and it has nothing to do with the analysis that is

conducted in infectious disease or microbiology laboratories where the technician is trying to

perform a specific test quickly in order to identify what is making a patient sick so that he can be
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treated." Dr. Elagin is incorrect, lllumina's Cystic Fibrosis clinicat sequencing assay is an IVD

used to identify what is making a patient sick so that he can be treated. ln addition, Dr, Elagin

states that llumina's only current IVD products are its two Cystic Fibrosis IVD products. That is

incorrect. There are three ready-to-use cleared FDA tests currently available. The two Cystic

Fibrosis tests mentioned in Dr. Elagin's declaration, but also the MiSeqDx@ Universal Kit. ln

addition, allthese are run on the lllumina MiSeqDx@, which also is regulated by FDA as an IVD

platform,

Sg. lllumina's MiSeqDx@ Universal Kit is an open platform test - i.e., a validated,

FDA-cleared kit enabling molecular diagnostic laboratories to design their own assays for use

on the MiSeqDx@ instrument. Designed specifically for the clinical laboratory environment, the

MiSeqDx@ instrument offers a small footprint, an easy-to-follow workflow, and data output

tailored to the needs of clinical labs. ln addition, the integrated software enables sample

tracking, user traceability, and results interpretation. Takíng advantage of proven lllumina

sequencing technology, the MiSeqDx@ instrument provides accurate, reliable screening, and

diagnostic testing.

60. ln Paragraph 41 of his Declaration, Dr. Elagin states that Meridian's ILLUMIPRO

machines cannot be used with any of lllumina's products. This is incorrect. Meridian previously

sourced an lllumina product for use with its ILLUMIGENE and ILLUMIPRO goods. That product

called DisplaceAce was manufactured by a company that lllumina acquired in 2011 called

Epicentre,

The undersigned being warned that willful false statements and the like are punishable

byfine or imprisonment, or both, under 18 U.S.C. 1001, and that such willful false statements

and the like may jeopardize the validity of the application or document or any registration
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resulting therefrom, declares that all statements made of his/her own knowledge are true; and

all statements made on information and belief are believed to be true.

Executed this 8th day of April 2015 at San Diego, California

203905L9
04 07 15
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CERTIFICATE OF SERVICE

I hereby certify that I served a copy of the foregoing Rebuttal Declaration of Naomi

O'Gradv upon Applicant's counsel by depositing one copy thereof in the United States Mail,

first-class postage prepaid, on April 8,2015, addressed as follows:

J. Michael Hurst
Keating Muething & KlekamP PLL

One East 4th Street
Suite 1400

Cincinnati, OH 45202

1r,^!-
a

Sarah Beno Couvillion



Illumín4Inc., Opposition N o. 9 I 19 4218 þarent)
SerialNo.: 77/768176
Mark ILLUMIPROOpposer,

v Opposition N o - 9 1t9 4219
Serial No.: 77/775376
Ma¡k ILLIIMIPRO-I0Meridiar Bioscience, Inc.,

Applicant.

IN THE,I]NITED STATES PATENT AND TRÄDEMARI( OFFICE
BEFORE THE TRADEMARK TRIAL AND APPEAL BOARI)

OPPOSER'S RESPONSES AND OBJECTIONS TO
APPLICANT'S SECOND SET OF INTERROGATORTES TO OPPOSER

Pr:¡suant to Fed.RCiv.P. 33, IlluminA Inc., ('Opposer"), hereby serves its responses and

objections to, Meddian Bioscience, !rc.'s ("Applicant'') First Set of Írtenogatories to Opposer.

Preliminarv Statement

These responses a¡e made solely for the puq)ose of and in relation to this natter-

Opposer ha,s not fifly completed it investigation, discovery, analysis, legal research, and

preparation for trial in this matter- The responses contained herein are based only upon the

information and documentation that is presently available and knownto Opposer, and which has

been identified as containing relevant information. It is possible that fi:¡the¡ investigation,

discovery, analysis, legal research and/o¡ preparation may resr:lt in the ascertainment of

additional information or docr¡mentafion" or provide additional meaning to known factual

conclusions and legal contentions, all of which may rezult ¡¡ psdification of these responses-

Accordingly, Opposer reserves the rigbt but does not assume the obligation" to modiS its

1 EXHIBIT NO.
ç- t7- tS
Karla fuI. 8aez, CSR

)
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responses herein based upon subsequently ascertained, identified, or developed information,

facts and contentions-

Subject to the objections asserted herein, Opposer's responses are made in a good faith

eflort to reasonably respond to the Interrogatory based upon presently available information and

documontation. These respoDses a¡e provided without prejudice to Opposer's right to conduct

fi:rther investigation, discovery, analysis, legal research and./or preparation, and shall not limit

Opposer's rigbt to ttttfue any additional evidence or documents that may be identified"

discovered, or developed.

Specific objections to each separate Interrogatory are made on an individual basis in

Opposer's responses below. Lr addition to the specific objections, Opposer makes certain general

and continuing objections as well as objections to the definitions and instructions ("General

Objections') to all of the Interrogatories- These General Objections are hereby incorporated by

reference into the responses made with each Interrogatory. Opposer's response to each

inìividual Interrogatory is submitted without prejudice to, and without waiving in atty respect

any General Objections not expressly set forth in that response- Accordingly, the inch:sion of

any specific objection to an Interrogatory in any response below is neither intended as, nor io uny

way shall be deemed to be, a waiver of any General Objection or arry other specific objection

made herein or that may be asserted af a later date. Io addition, the failu¡e to include at this time

any general or specific objection to an Ûrterrogatory is neither intended a.s, nor shall in any v/ay

be deemed, a waiver of Opposer's dght to assert that or aly other objection at alater date-

General Obiections

1. Opposer renews and incorporates by reference the General Objections set forth in

Opposer's Responses and Objections to Applicant's First Set of Interrogatories to Opposer-
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Obiections to Definitions

1. Opposer renews and incorporates the Objections to Definitíon set forth in

Opposer's Responses and Objections to Applicant's First Set of lnterrogatories to Opposer-

Mthout waiving these objections, Opposer responds as follows:

InterosatoryNo- 44:

Identify the date on which Opposer first sold or offered for sale (whichever is earlier)

products or services underthe ILLUMINA Marlcs that could be used in a clinical diagnostics lab

of a hospital or reference laboratory.

Response:

Opposer incorporates its General Objections and its Objections to Definitions as if fi:lly

set forth herein- Opposer objects to this intenogatory as vague in that it is not clea¡ what is

meantby "could be r:sed".

Subject to and without waiving its objections, Opposer responds tbat it fust offered for

sale services under the ILLUMINA Marks that cor¡Id have been ordered by or delivered to

individuals employed i¡ ¿ slinisal diagnostics lab of ahospital or reference laboratory at least as

early as December 5,2006-

InterroeatoryNo- 45:

Identi$ the d¿te on which Opposer first sold or fi¡st offered for sale (whichever is

earlier) products or services rmder the ILLUMINA Ma¡ks that a¡e approved by the U.S. Food

and Drug Adminishation (TDA') for in vitro diagnostic (*fVD") uses ¿Ìs fi¡rther described here:

cmI23682.btu-
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Response:

Opposer incorporates its General Objections and its Objections to Definitions as if firlly

set forth he¡ein- Opposer objects to this interrogatory as overly broad, unduly bu¡densome and

vague in that it is not clear what is meant by "approved". The page from the FDA website listed

inthe intenogatory references 'þremarket approval" and'ha¡keting clearance" amongst other

types of approvals that could be relevant. Subject to and withorf waiving its objections, Opposer

responds that it first offered for sale products approved by the U.S. Food and Drug

firlminishation ("FDA") for invitro diagnostic ("fVD") uses underthe ILLUMINA Marks

following immediately after the approval of its BeadXpress Multiplex Analysis System on April

28,20L0.

Respectfully submitted,

ILLUMINA INC.

Date: Janaaw2.2014
amesR Menker

Attomey for Opposer
HOLLEY & MENKER, Pj..
PO Box 337937
Atlantic Beac\ FL32233
Tel:904-247-2620
Fax:202-280-Ill77
email: eastdocket@holleymenker. com
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CERTIX'ICATE OF' SERVICE

I hereby certit that a true and correct copy of the foregoing *OPPOSER'S RESPONSES

AND OBJECTIONS TO APPLICAI{T'S FIRST SET OF INTERROGATORIES TO

OPPOSER' v¡as served on J. Michael Hu¡st of Keating Muething & Klekamp PLL, with an

address at One East Fourth Street, Suite 1400, Cincinnati, OH 45202, via first class mail,

postage prepaid, today January 2,2014. i

By:
ames R Menker

6



Illumin4Inc.,

Opposer,

v

Meridian Bioscience, lnc.,

Applicant.

Opposition N o. 9 I L9 4218 þarent)
Serial No.: 771768176
Mark: ILLUMIPRO

Opposition No. 91 I942I9
Serial No.: 77/775316
Ma¡k ILLIIMIPRO-IO

IN THE UNITED STATES PÁ.TENT AND TRADEMARK OFF'ICE
BEFORE TIIE TRÁ-DEMARK TRIAL AI{D APPEAL BOARD

OPPOSER'S ST]PPLEMENTAL RESPONSES AND OBJECTIONS TO

APPLICANT'S F'IRST SET OF INTERROGATORIES TO OPPOSER

pursuant to Fed. R. Civ. P. 33 and subject to the General Objections and the Objections to

Definitions and Instructions in Opposer's Responses ahd Objections to Applicant's First Set of

Lrterrogatories to Opposer, Illumina, Inc. hereby serves following supplemental responses and

objections to Applicant's First Set of Interrogatories to Opposer'

IntenogatorvNo. 10:

Identify all publications in which Opposer's products/services bearing the ILLLIMINA

Ma¡ks have been promoted in the United States.

ResDonse:

Opposer incorporates its General Objections as if fuIly set forth herein' Opposer objects

to this interrogatory as overþ broad, unduly burdensome and vague i:r that it fails to define the

terms .,publications,,' "bearing" and "promoted" thus rendering the interrogatory unintelligible.

Subject to and without waiving its objections, Opposer answe¡s that its website,

<<http://www.illumina.com/publicationsÂist.ilmn>>, includes a list of the mmerous

1
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publications in which researchers successfully used Opposer's products bearing Opposer's

ILLUMINA Marks for a wide range of genetic analysis applications.

Supplemental Response and Objection(s):

Subject to and without waiving its objections, Opposer provides the following list of print

and electronic publications in which Opposer's products/services bearing the ILLUMINA Ma¡ks

have been promoted in the United States:

Print Placements

American Journal of Human Genetics

Biotechniques
Cancer Cell
CAP Today
CELL
Cytogenetics & Genomic Research

Drug DiscoveryNews
Genetic Engineering & Biotechnology News
Genome Research
Genome Technology
Human Molecular Genetics
Journal of Molecula¡ Diagnostics
Methods (Ce11)

Molecular Cell Microbe Magazine Nature

Nature
Nature Biotechnology
Nature Genetics
Nature Medicine
Natu¡e Methods
Natule Reviews Cancer
Nature Reviews Genetics
Nature Reviews Microbiolo gY

Plant Physiology
Science
Seed Today
Seed World
The Plant Cell
The Scientist

Electronic Placements
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American Jounal of Human Genetics
Animal Genetics '
ASPB (American Society of Plant Biologists)
BioMCC
BioMed Cenhal
BioMed Central Cancer Portal
Biotechniques
Cancer Cell
Cell
Crop Science
Drug Desigr¡ Development and Therapy

DDN
Drug Discovery
DXÆGX
EIHG @uropean Ioumal of Human Genetics)
ESHJ
G3 Journal
GEN
Gene Therapy
Genes & Development
Genetics
Genome Research

Genome Web
Genome Web PCR Insidet
Genome Web: Clinical Genomics
In Sequence
Intemational Joumal of Capcer

Joumal of Clinical MicrobiologY
Journal of Molecular Diagnostics
Lab Matters: Association of Public Health Laboratories
Molecular Cyto genetics

Molecular Microbiology
Natwe
Nature Genetics
Nature Heredity
Nature Methods
Natu¡e Reviews Cancer
Nature Reviews Genetics
Nature Reviews Microbiolo gY

PGx Reporter (Genome V/eb)
Plant Physiology
PLoS Genetics
Proceeding ofNational Academy of Sciences

Science
Scientific Direct
SeedQuest
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Select Science MicrobiologY
SeqAnswers
The Plant Cell
The Scientist

Interroeato{v No. 30:

Identify and describe each instance of confusion, mistake, or deception of any kind

between Opposer's ILLUMINA Ma¡lcs and Applicant's ILLUMIPRO Marks, and identiS each

person with knowledge of each instance. J

Response:

Opposer incorporates its General Allegations as if fully stated herein. Opposer objects to

this integogatory as overly broad, unduly burdensome and vague in that it is impossible for

Opposer to be aware of every instance of consumer confrsion as there have most likely been

times where consumers were confused but never made Opposer aware of that conf:sion. Thus, it

is impossible to formulate a complete answer for this question'

Supplemental Response and Objection(s):

Subject to and without waiving its objections, Opposer answcrs that it has not yet

documented any instances of confusion between Opposer's ILLUMINA Marks and Applicant's

ILLUMIPRO Marks by consumers of the paftiés' good and services'

Respectfully zubmitted,

ILLUMINA, n\{C.

Date: June 10.2013
ames R. Menker

Attorney for OpPoser
HOLLEY & MENKER" P.A.
PO Box 33t937
Atlantic Beach, FL 32233
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CERTMICATE OF SERYICE

I hereby certiS that a true and correct copy of the foregoing "OPPOSER'S

SUPPLEMENTAL RESPONSES AND OBJECTIONS TO APPLICANT'S FIRST SET OF

INTERROGATORIES TO OPPOSER" was served on J. Michael Hurst of Keating Muething &

Klekamp PLL, with an address at One East Fourth Street Suite 1400, Cincinnati, OH 45202, vía

first class mail, postage prepaid, today June 10, 2013.

By:
R. Menker
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Tel:904-247-2620
Fax:202-280-IlI77
email: eastdocket@holleymenker. com

5



VERIFICATION

I, William Noo4 Ph.D., Patent Attomey of Opposer, ar¡ authorized to veriû tiris

response on behalf of Opposer. I have read the foregoing OPPOSER'S SUPPLEMENTAL

RESPONSES AND OBJECTTONS TO APPLICANT'S FTRST SET OF INTERROGATOzuES

TO OPPOSER and know their contents. The statements æe bue and correct and are of my own

personal knowlodge, except for those matters stated to be upon information and belief, and as to

those matters, I bolieve them to be true,

I declale under penalty of perjury under the laws of the United States of America that the

foregoing is true and correct.

4tl/;^Iune7,2013
Date William Noon, Ph.D.

Patent Attorney
Illumin4lnc.
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Illumin4Inc-,

Opposer,

v

Meridian Bioscience, [nc.,

Applicant.

Opposition No. 9 I 194218 (parent)
Serial No.: 771768176

Mark: ILLUMIPRO

Opposition No. 91 194219
Serial No.: 771775316
Mark: ILLUMIPRO-IO

IN TIIE UNITED STATES PATENT AND TRADEMARK OFFICE
BEF'OR-E THE TRADEMA.RK TRIÄ.L AND APPEAL BOARD

OPPOSER'S SUPPLEMENTAL RESPONSES AND OBJECTIONS TO
APPLICANT'S FIRST SET OF INTERROGATORIES TO OPPOSER

Pursuant to Fed. R. Civ- P. 33 and subject to the General Objections and the Objections to

Definitions and Instructions in Opposer's Responses and Objections to Applicant's First Set of

Interrogatories to Opposer, Illumina, Inc. hereby serves following supplemental responses and

objections to Applicant's First Set of Interrogatories to Opposer.

Opposer specifically renews its general objection to Applicant's interrogatories to the

extent they seek discovery of confidential, proprietary or sensitive infomration that is not

relevant to the issues in this case and is requested as a means of harassment to Opposer and its

business. To the extent any interrogatory seeks documents or information containing

confidential or proprietary information or trade secrets, Opposer agrees to provide such

information and/or documents, subject to the other objections raised by Opposer, only in

accordance With the terms and conditions of the Stipulated Protective Order in this action-

1
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Interrogatory No. 4:

Identifr all products/services in connection with which the ILLUMINA Marks are used,

identifiing, in each case, which ILLLIMINA Ma¡k is used with which products/services.

Response:

Opposer incorporates its General Objections as if fi:lly set forth herein. Opposer objects

to this interrogatory as overly broad, unduly burdensome and vague in that it fails to define the

term "used," thus rendering the interrogatory unintelligible-

Subject to and without waiving its objections, Opposer answers that publically available

documents from which the answer to this interrogatory may be derived or ascertained can be

found on Opposer's publically-accessible websites <<htþ://www.illuminadx.comÞ> and

<<http ://www. illumina. com>>.

Supplemental Response and Objection(s):

Subject to and without waiving its objections, Opposer answers that the ILT,LIMINA

mark is used with all of Opposer's products and services including those set forth in the pleaded

registrations and applications including, inter alia, chemicals such as reagents for scientific or

medical research use for analyzing cells, proteins, nucleic acids and other molecules of 50 to

10,000 daltons, sequencing DNA, genotyping, gene expression profiling and high through-put

screening; scientific and medical research such as analysis of cells, proteins, nucleic acids and

other molecules of 50 to 10,000 daltons, sequencing DNA, genotyping, gene expression profiling

and high through-put screening, scientific equipment and instruments such as scanners,

hybridization stations and fluidics delivery and computer systems sold a.s a r.¡nit and cassettes

containing molecular sensing optical fiber bundles for analyzing cells, proteins, nucleic acids and

other molecules of 50 to 10,000 Daltor¡ sequencing DNA, genotlpe, gene expression profiling

2

TRADE SECRET/COMMERCIALLY SENSITTVE



and high through-put screening, developing, to the order and specification of others, biological

and/or chemical sensing systems which use random a:ray technology to identiff organic

molecules, compounds and substances, clinical diagnostic reagents, reagent kits, and beads with

attached biomolecules, comprised primarily of oligonucleotides and other nucleic acids, natural

and modified nucleotides, buffers, labels, and subsûates, for clinical diagnostic pu4)oses, Assays

and reagents for use in genetic research; diagnostic reagents and preparations, except for medical

or veterinary use; diagnostic reagents for scientific or research use; diagnostic reagents for

ciinical or medical laboratory use; reagent kits comprised primarily of oligonucleotides,

enzymes, antibodies, dyes and buffers for nucleic acid detection in the fields of scientific,

pharmaceutical and medical research, automated laboratory apparatus and computer systems for

use in analysis of biomolecules; nucleic acid sequencers, imaging devices such as electronic

imaging apparatus for detecting images and optical signals, and for processing images and

optical signals into data, for use in the analysis of biomolecules, and analyzers for use in

scientific research; laboratory equipment such as fluid containers, fluid mixers, fluid control

valves and temperature.controlled incubators for sample preparation, amplification, mixing,

hybridization, incubation, and washing; automated laboratory apPa¡atus and systems such as

sample loaders and ba¡ code ¡eaders; computer systems such as computer hardware, computer

software, and data files for collecting, storing, analyzing and reporting biological information,

and for sample tracking and managing projects, Iaboratory workflow and dat4 all the foregoing

for use in the fieLds of scientific ,"r.*.h; computer software for data collection, management,

and analysis of genetic information for use in the field of scientific research; custom synthesis

se¡vices such as custom synthesis ofnucleotides, oligonucleotides, and other nucleic acids, and

labeled derivatives thereof a¡rd custom nucleotide attachment to substates, scientific research;
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medical research; DNA screening for scientifìc resea¡ch püposes; providing reagent sample

testing services for others in the fields ofscience and research related thereto; computer services

such as cloud hosting provider services for storing, analyzing and sharing biological information;

providing an online network service that enables users to store, analyze and sha¡e data in the

fields of life science; technical support services such as infrastructure management services for

monitoring, administration and management of cloud computing IT and application systems in

the frelds of life science; consulting services in the freld of cloud computing in the fields of life

science; providing online non-downloadable softwa¡e for the custom design and ordering of

assays and reagents; design and development of laboratory apparatus and instruments and

computer systems for use in analysis of biomolecules; installation and maintenance of computer

software and databases used in the field of analysis of biomolecules; consultancy, information

and advisory services in the field of analysis of biomolecules; product development services such

as developing equipment for use in preparing, detecting, analyzing and sequencing nucleic acids

and other biological molecules, and automated laboratory equipment and systems, and computer

systems for collecting, storing, analyzing and reporting biological information, and for sample

çacking and managing projects, laboratory worldlow and data to the order and specification of

others, alt the foregoing in the fields of scientific and clinical resea¡ch.

Opposer further answers that the ILLUMINADX mark is used in connection with

Opposer's diagnostic products, the ILLIIMICODE mark is used with DNA microarrays, a¡rd the

ILLUMINOTES ma¡k is used with newsletters featuring information in the life sciences field.

Opposer firrther answers that Opposer's ILLUMINA ma¡k is used on or in connection

with all of the products a¡d services offered by Opposer including: (1) sequencing systems; (2)

array scanning systems; (3) combined sequencing and array scanning systems; (4) PCR
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þolymerase chain reaction) systems; (5) systems for multiplex genetic analysis; (6) DNA sample

prep kits; (7) exome enrichment kits; (8) custom enrichmentkits; (9) custom arnplicon kits; (10)

amplicon cancer panels; (11) DNA sample prep kits; (12) targeted resequencing applications;

(13) de novo sequencing applications; (14) whole human genome sequencing applications; (15)

sequencing automation applications; (16) transcriptome analysis applications; (17) RNA

sequencing applications; (18) gene regulation analysis applications; (19) whole-genome

genotyping applications; (20) copy nurnber va¡iant analysis applications; (2i) custom genotyping

programs; (22) formalin-fixed paraffin-embedded analysis applications; (23) focused genotyping

applications; (24) single nucleotide polymorphisms discovery and structural variation analysis

applications; (25) cytogenetic analysis applications; (26) human and animal linkage analysis

applications; (27) gene regulation and epigenetic analysis applícations; (28) small RNA

sequencing applications; (29) sequencing-based methylation analysis applications; (30) DNA-

protein interaction analysis applications; (31) a:ray-based methylation analysis applications; (32)

cusrom methylation analysis applications; (33) gene expression analysis applications; (34)

whole-genome gene expression applications; (35) formalin-fixed, paraffrn-embedded sample

analysis applications; (36) whote-genome DASL HT assay kits; (37) gene expressionkits; (38)

gene candidate expression kits; (39) splice variant expression kits; (40) protein screening

applications; (41) array-based cytogenetics analysis applications; (42) software for analyztng,

archiving, and sharing sequencing data; (43) genomic cloud computing services; (44) data

analysis software; (45) data analysis software solutions; (46) software for visualizing genomic

data; $7) softwa¡e for positive sarrple tracking project and data management, lab workflow

management" and reporting; (48) soffwa¡e modules in the freld of DNA sequencing; (49)

software modules in the field of RNA sequencing; (50) software modules in the field of ChIP
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sequencing applications; (51) software modules for genotyping applications; (52) softwa¡e

modules for gene expression applications; (53) software modules for methylation applications;

(54) software modules for protein analysis; (55) webina¡s in the fields of genome sequencing and

data analysis; (56) consultation and assistance in the fields of genome sequencing and data

analysis; (57) cancer analysis services: (58) providing links to publications and articles in the

fields of genome sequencing, rare diseases, bioinformatics and methods and methylation; (59)

genetic analysis services; (60) certifrcation of service providers in the field of genetic analysis

applications; (61) promoting the microarray and./or sequencing services of others; (62) financing

of pr:rchases in the life science field; (63) providing forums for sharing solutions relating to the

analysis and management of sequencing and array dalz; (64) microa:ray and genome sequencing

support services; (65) training progams in the fields of microarrays and genome sequencingi and

(66) webinars in the field of genome sequencing.

Opposer fi¡¡ther answers that the ILLUMINA mark is used on or in connection with all of

the diagnostic-related products a¡d services offered by Illumina including: (1) in vitro diagnostic

devices; (2) nucleic acid tests for diagnosing and managing human diseases; (3) nucleic acid tests

for diagnosing and managing human infectious diseases and c¡ogenetics; (4) systems for

genotyping, copy number, gene expressior¡ metþlation, and protein analysis for molecula¡

diagnostics; (5) systems for genotyping, copy number, gene expressiorU methylation, and protein

analysis for molecular cytogenetics; (6) systems for genotyping, copy number, gene expression,

methylatiorç and protein analysis for cancel biomarker discovery; (7) physician-ordered genome

sequencing services; (8) tests and reagents for multiplex analysis of nucleic acid and protein

based assays; (9) genetic analysis services; (10) DNA analysis services; (11) microa¡ray and

genome sequencing support services; (12) taining programs in the fields of microarrays and
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genome sequencing; (13) promoting the microarray and./or sequencing services of others; (14)

providing lirks to publications and articles in the fields of genome sequencing, rare diseases,

bioinformatics and methods and methylation; and (i5) non-invasive prenatal testing.

Opposer fi¡rther answers that Opposer's ILLUMICODE ma¡k is used on or in connection

with DNA microarrays.

Opposer further answers that Opposer's ILLUMINOTES mark is used on or in

connection with newsletters featuring information in the life sciences field.

Documents responsive to this interrogatory can be found" inter alia, at the following

bates numbers: ILLUM-0016 - ILLUM-0064, ILLUM-0166 - ILLUM-0I84, ILLUM-0185 -
ILLUM-0186, ILLUM-OI89 _ ILLUM-OI90, ILLUM-OI91 - ILLLIM-0198, ILLUM-ol99 -
ILLUM-0207, ILLUM-O?IO _ [LUM-0217, ILLUM-o2I8 - ILLUM-0223,ILLUM.O3OO _

ILLTIM-O3 07, ILLUM-O 466 _ ILLUM-0473, ILLUM-O 47 4 _ TLLUM.O 47 9, ILLUM-048 O _

ILLUM-0487, ILLUM-0488 - ILLUM-0522, ILLUM-0523 - ILLLIM-0535, ILLUM-0536 -
ILLUM-0543, ILLUM-O 544 _IÍ-LUM-0586, ILLUM-0587 _ ILLUM-0588, ILLUM-0589 -

ILLUM-0597, ILLIIM-0598 - ILLUM-06 1 4, ILLLM-06 1 5 _ ILUM -0632, ILLUM.O63 3 -
ILLUM-06 3 4, ILLUM- O 63 5 _ ILLUM-O 65 6, ILLIIM-O 6 57 _ TLLUM-066 I, TLLUM-07 66 _

ILLUM.O799, ILLUM-O8OO - LLUM-0803, ILLIIM.OSO4 - ILLUM-0826,ILLUM.O827 -

ILLUM-0829, ILLI'M-0830 - ILLUM-0835, ILLUM-0836 - ILLI'M-0855, [LUM-0856 -

ILLUM-0858, ILLUM-0864 - ILLUM-0880, ILLUM-0881 - ILLUM-0894, ILLUM-0895 _

ILLUM-0923, ILLUM-0932 _ ILLUM-0935, ILLUM.O953 _ ILLUM-O954,ILLUM-0955 _

ILLUM-0958, ILLUM-0959 - ILLUM-0960, ILLUM-0961 - ILLUM-0968, ILLUM-0969 _

ILLUM- 097 2, ILLVM-097 3 _ ILLUM-0980, ILLUM- 1 OO 7 _ ILLUM. I OO 8, ILLUM- 1 OO9 _
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ILLUM-1066, ILLUM-1083 _ ILLUM-7O92,ILLUM-1093 - ILLI.IM-I110, LLUM-I113 -
ILLUM-I 1 45, ILLUM.II'4 _ ILLUM-I I 60.

InterrogatoryNo. 5:

identiff and describe which products/services included in the response to Interrogatory

No. 4 are intended for use/actually used in the Clinical Diagnostics ârea.

Response:

Opposer incorporates its General Objections as if firlly set forth herein. Opposer objects

to this interogatory as overly broad, unduly burdensome and vague in that it fails to define the

terms "intended for use" and "actually used" thus rendering the intenogatory unintetligible-

Subject to and without waiving its objections, Opposer answers that many of its products

are used in connection with Clinical Diagnostics. However, since Opposer does not know how

each of its products is actually used by third parties, it cannot provide a definitive list. Subject to

and without waiving its objections, Opposer further answers that its publically-accessible

website, <<htþ://www.illuminadx.comÞ), identifies Opposer's products and services that a¡e

intended for use in the Clinical Diagnostics.

Supplemental Response and Objection(s):

Subject to and without waiving its objections, Opposer ans\¡/ers that its (i) BeadXpress

System and related Ve¡aCode kits and (ii) MiseqDx lnst¡ument for next-generation sequencing

and related kits are clea¡ed for use in clinical diagnostics, a¡e intended for use in the Clinical

Diagnostics a¡ea and are actually used in the Clinical Diagnostics area.

Opposer firrther answers that the products/services included in the response to

Interrogatory No. 4 that a¡e intended for use/actually used in the clinical diagnostics area

include: (1) in vitro diagnostic devices; (2) nucleic acid tests for diagnosing and managing
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human diseases; (3) nucleic acid tests for diagnosing and managing human i¡fectious diseases

and cytogenetics; (4) systems for genotyping, copy number, gene expression, methylation, and

protein analysis for molecular diagnostics; (5) systems for genotyping, copy number, gene

expression, methylation, and protein anaþis for molecular cytogenetics; (6) systems for

genotyping, copy number, gene expression, methylatior¡ and protein analysis for cancel

biomarker discovery; (7) physician-ordered genome sequencing services; (8) tests and reagents

for multiplex analysis ofnucleic acid and protein based assays; (9) genetic analysis services; (10)

DNA anatysis services; (11) microarray and genome sequencing support services; (12) training

progÉms in the fields of microarrays and genome sequencingl and (13) non-invasive prenatal

testing.

Documents responsive to this interrogatory can be found, inter alia, at the following

bates numbers: ILLUM-0016 - ILLUM-0064, ILLUM-0l66 - ILLUM-0I84, ILLUM-OI85 -

ILLUM-O 1 86, ILLUM-O 1 99 - ILLUM-0207, ILLUM-o2 1 O _ ILLUM -0217, ILLUM-O2 1 8 _

TI-LUM-0223, ILLUM-O3OO _ [LUM-0307, ILLUM-0466 _ ILLUM-O473,ILLUM-0474 _

TLLUlil.O 479, ILLUM-o4 8 8 _ ILLUMI.O 522, ILLUM-o5 3 6 _ ILLUM -O 5 43, ILLUM-O 544 -

ILLUM-0586, ILLUM-0598 _ ILLUM-06I4, ILLUM-0615 - iLLUM-O632,ILLUM-0633 _

ILLUM-0634, ILLUM-0635 _ ILLUM-0656, ILLUM-0657 _ ILLUM-0661, ILLUM-0766 _

ILLUM-0799, ILLUM-0804 _ ILLUM-0826, ILLIIM-0827 - ILLUM-OïZg,ILLTII\4-0932 _

ILLI'M-0935, ILLUM-0953 - ILLUM-0954, ILLUM-0955 _ [LUM-0958, ILLUM-0969 _

ILLUM-0972, ILLUM-0973 _ ILLUM-0980, ILLUM-1007 _ ILLUM.IOOS, ILLUM'I083 -

ILLTIM-IO92, ILLUM-T 1 13 - ILLUM-I145, ILLUM.II54 - ILLUM-I160.
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Interrosatory No. 13:

Identify Opposer's top 25 customers that have purchased from Opposer and/or its

distributors products or seryices bearing the ILLUMINA Marks in the United States in the last 5

yeals.

Response:

Opposer incorporates its General Objections as if firlly set forth herein. Opposer objects

to this interrogatory as overly broad, unduly burdensome and vague in that it fails to define the

terms "top," "customers" and "field" in that it fails to provide clea¡ criteria sufficient for Opposer

to compile a tist of its "top 25 customers," thereby rendering the interrogatory unintelligible-

Supplemental Response and Objection(s):

Subject to and without waiving its objections, Opposer answers that Opposer's top 25

customers that have purchased from Opposer and/o¡ its disnibutors products or services bearing

the ILLUMINA Marks in the United States from 2009 to 2013 are listed in document bates

number: ILLUM-1558 (marked as Trade SecrelCommercially Sensitive).

Interrogatow No- 14:

Identify Opposer's top 25 customers that have purchased from Opposer and/or its

dis¡ibutors products or services bearing the ILLUMINA Ma¡ks in the Clinical Diagnostics field

in the United States in the last 5 years.

Response:

Opposer incorporates its General Objections as if fully óet forth herein. Opposer objects

to this interrogatory as overly broad, r:nduly burdensome and vague in that it fails to defrne the

terms'top," "customers" a¡d "field" in that it fails to provide clea¡ criteria sufFtcient for Opposer

to compile a list of its "top 25 customers," thereby rendering the interrogatory unintelligible.
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Supplemental Response and Objection(s):

Subject to and without waiving its objections, Opposer answers that it does not maintain

its business records in a manner that would reasonably permit it to determine which of its

custome¡s have purchased its products or services bearing the ILLUMINA Marks specificaliy for

use in the Clinical Diagnostics field and, therefore, cannot provide a ranking of such customers.

Opposer further answers that its customers in the Clinical Diagnostics field include the

Broad Institute, John Hopkins University, Sequenom,'Washington University, Baylor College of

Medicine, University of Washington, Yale University, Mayo Foundation for Medical Education

a¡d Resea¡ch, a¡rd Stanford University.

Inter¡ogatory No. 15:

Identify by title and job function the individuals working at each customer identified in

the response to Intenogatory Nos. 13 and 14 who are responsible for ordering products/services

bearing the ILLUMiNA Marks.

Response:

Opposer incorporates its General Objections as if firlly set forth herein- Opposer objects

to this interrogatory as overþ broad, unduly burdensome and vague in that it fails to define the

terms "working," "customer," and "responsible," thus rendering the interrogatory unintelligible.

Subject to and without waiving its objections, Opposer responds that it is not in

possession of the requested information about the employees of third parties but that such

information may be publically available.

Supplemental Response and Obj ection(s) :

Subject to and without waiving its objections, Opposer an$¡/eni that the individuals that

Opposer believes are responsible for ordering products/services bearing the ILLUMINA Ma¡ks
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from Opposer a¡e identifi.ed in the charts identified in the documents produced in response to

Interrogatory No. 13.

Opposer fi¡rther answers that the customers identified in response to Interrogatory No. 14

are also in the charts identiñed in the documents produced in response to Interrogatory No. 13.

Interrosatory No. 21:

Identify the date on which Opposer first entered the Clinical Diagnostics market with

products/services bearing the ILLIIMINA Ma¡ks.

Response:

Opposer incorporates its General Objections as if fully set forth herein. Opposer objects

to this interrogatory as overly broad, unduly burdensome and vague in that it fails to define the

terrrs "first entered" and "ma¡kef'thus rendering the interrogatory unintelligible.

Subject to and without waiving its objections, Opposer entered the Clinical Diaguostics

market in 2006.

Supplemental Response and Objection(s):

Subject to and without waiving its objections, Opposer entered the Clinical Diagnostics

market with products/servíces bearing the ILLUMINA Ma¡ks at least by 2006. See also

Opposer's responses to Intenogatories 44 and 45.

Interroeator.v No. 22:

Identify all products/services offered by Opposer or its distributors that use any ofthe

ILLUMINA Marks as the primary brand for the product as opposed to those that use the

ILLUMINA Marks as a house mark-
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Response:

Opposer incorporates its General Objections as if fully set forth herein. Opposer objects

to this intenogatory as overly broad, unduly burdensome and vague in that it fails to define the

terms "oflered," "use," and 'þrimary brand" thus rendering the interro gatory unintelligible.

Subject to and without waiving its objections, Opposer answers that publically available

documents from which the answer to this interrogatory may be derived or ascertained can be

found on Opposer's publically-accessible websites <<http://www.illuminadx.comÞ> and

<<http : //www.illumina.com>>.

Supplemental Response and Objection(s):

Subject to and without waiving its objections, Opposer answers that while some of its products

a¡e branded with a mark other than the ILLUMINA Marks, the iLLUMINA marks are used on

ali products sold by Opposer and is used in connection with all services rendered by Opposer.

Interogatory No. 32:

Identifr Opposer's top ten (10) competitors in the molecular diagnostics market.

Response:

Opposer incorporates its General Objections as if firlly set forth herein. Opposer objects

to this interrogatory as overly broad, unduiy burdensome and vague in that it fails to define the

terms 'top, "competitor," and "molecular diagnostics markef" thus rendering ttre interrogatory

uninælligible.

Supplemental Response and Objection(s):

Subject to and without waiving its objections, Opposer answers that it conside¡s the

following entities to be its top ten (10) competitors in the molecular diagnostics market.

Qiagen
Roche
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Abbott
Thermo Fischer (including Life Technologies)
Immucor
Luminex
Hologic
Dako
Fujirebio Diagnostics
bioMerieux

Interrogatory No. 37:

Identiff the specific diseases and./or disease states for which Opposer has developed

Clinical Diagnostics tests that use the ILLUMINA Marks.

ResDonse:

Opposer incorporates its General Objections as if fully set forth herein. Opposer objects

to this interrogatory as overþ broad unduly burdensome and vague in that it fails to define the

term "developed" thus rendering the interrogatory r:nintelligible. Subject to and without waiving

its objections, Opposer answers that publically-available documents from which the answer to

this intenogatory may be derived or ascertained can be found on Opposer's publically-accessible

websites <<http://www.illuminadx.comÞ and <<http://www.illumina.com>>. Subject to and

without waiving its objections, Opposer answers that representative examples of Clinical

Diagnostics tests capable of being performed by Opposer's products include genetic defects,

blood clotting, and irregularities in metabolizing drugs.

Supplemental Response and Objection(s):

Subject to and without waiving its objections, Opposer answers that it has obtained FDA

approval for the (i) MiSeqDx Cystic Fibrosis l39-Va¡iant Assay; (ii) MiSeqDX Cystic Fibrosis

Clinical Sequencing Assay; (iii) MiSeqDx Unive¡al Kit; and (iv) Illumina VeraCode Genotyping

Test for FactorV and Factor II. Opfoser plans to obtain FDA approval for (i) non-invasve

prenatal fetal aneuploidy screening on its HiSeq 2500 inskument and (ii) an oncology
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companion diagnostic test on its MiSeqDx instrument. Opposer further answers that Illumina has

developed clinical sequencing services that a¡e provided in its CllA-certified Clinical Service

Laboratory, including: (i) TruGenome Undiagnosed Disease Test; (ii) TruGenome Predisposition

Screen; and (iii) TruGenome Technical Sequence Data. Opposer frr¡ther ansvrers that it has

developed and is currently developing several other clinical diagnostic tests that use the

ILLTIMINA Marks for va¡ious cancer biomarkers and inherited diseases.

Interroqatory No. 38:

Explain what Opposer's "DNA microarray" is, how it is used, who uses it, and

whether/fiow it is used for Clinical Diagnostics purposes-

ResDonse:

Opposer incorporates its General Objections as if fully set forth herein. Opposer objects

to this interrogatory as overly broad, unduly burdensome and vague in that it fails to define the

terrns "used," 'tses," and'þurposes" thus rendering the interrogatory unintelligible- Opposer

further objects to this interrogatory to the extent that it seeks information and identiñcation of

documents that a¡e publicly available and therefore publicly accessible to the Registrant.

Moreovel, this interrogatory cannot be answered succinctly. Subject to and without waiving its

objections, Opposer answers that publically available documents from which the answer to this

interrogatory may be derived or ascertained can be found on Opposer's publically-accessible

website <<http://www.illumina.com/ >>. Subject to and without waiving its objections, Opposer

fi:rtlrer answers that a "DNA microarray" can be used in Clinical Diagnostics.

Supplemental Response and Objection(s):

Subject to and without waiving its objections, Opposer answers that a DNA microarray is

alarge coilection of short DNA sequences that are ananged on a solid surface, such as a silicon
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chip or a microscopic glass bead. Opposer further answers that Opposer's microarrays can have

millions of índividual DNA sequences that can conespond to genetic sequences in humans and

other species. Opposerls customers can use microarrays to test fo¡ the presence or absence of

specific genetic sequences, such as disease-causing mutations, in biological samples. These

customers include researchers, clinicians, physicians, pharmaceutical companies, academi4

clinical laboratories, hospitals, hospital administrators, purchasing agents, clinical

investigators/principal investigators, government agencies, agricultr:ral companies,

forensic/criminal agencies, biotechnology companies, consumer genomics companies, and tissue

ba¡ks. At present, the BeadXpress system, which received a separate 510(k) market clearance, is

FDA-cleared for in vitro diagnostic use with the VeraCode Genotyping Test for Factor V and

Factor II.

lnterrogatory No. 39:

Explain what Opposer's "DNA sequencing" is, how it is used, who uses it, and

whetherlhow it is used for Clinical Diagnostic purposes.

Response:

Opposer incorporates its General Objections as if fully set forth herein- Opposer objects

to this interrogatory as overly broad, unduly burdensome and vague in that it fails to define the

terms "used,"'tses," and'þurposes" thus rendering the interrogatory unintelligible. Opposer

fi¡rthe¡ objects to this interrogatory to the extent that it seeks information and identification of

documents that a¡e publicly available and therefore publicly accessible to the Registrant.

Moreover, this interrogatory cannot be answe¡ed succinctly. Subject to and without waiving its

objections, Opposer answers that publically available documents from which the answer to this

interrogatory may be derived or ascertained can be found on Opposer's publically-accessible
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website <<htç://www.illumina.com/ >>. Subject to and without waiving its objections, Opposer

firrther answers that'DNA sequencing" is used in Clinical Diagnostics.

Supplemental Response and Objection(s):

Subject to and without waiving its objections, Opposer ¿Lnswers that DNA sequencing is

the process of determining the sequence of nucleotides in a sample of deoxyribonucleic acid

(DNA)- Opposer further answers that its customers can perform DNA sequencing to obtain

genetic information about an individual (e.g. the complete sequence of all ch¡omosomes) or for

specific sequences of interest (e.g. disease-related mutations). These customers include

researchers, clinicians, physiciaas, patients, pharmaceutical companies, academia, clinical

laboratories, genetic counselors, information technologists, bioinformaticists, hospitals, hospital

arlmifis¡¿1ors, purchasing agents, clinical investigators/principal investigators, goverunent

agencies, agricultural companies, forensic/criminal agencies, biotechnology companies,

consumer genomics companies, and tissue banks- At present, the MiSeqDX instrument which

received a separate 510(k) market clearance, is FDA-cleared for in vitro diagnostic use with the

MiSeqDx Cystic Fibrosis l39-Va¡iant Assay, MiSeqDx Cystic Fibrosis Clinical Sequencing

Assay, and MiSeqDX Universal Kit. Illumina also offers clinical sequencing services that are

provided in its CllA-certified Clinical Service Laboratory, including: (i) TruGenome

Undiagnosed Disease Test; (ii) TruGenome Predisposition Screen; and (iiÐ TruGenome

Technical Sequence Data.

Respectfu lly submitted,

ILLUMINA,INC.

Date: Februarry 3.2014
ames R- Menker
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Attomey for Opposer
HOLLEY & MENKE& P.A.
PO Box 331937
Atlantic Beach, FL 32233
TeL:904-247-2620
Fax:202-280-lll77
email: eastdocket@holleymenker.com
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\¿ERIFICATION

I, William Noon, Ph.D., Patent Attorney employed by Opposer, am authorized to verify

this respon-se on behalf of Opposer. I have ¡ead the foregoing OPPOSER'S SLPPLEMENTAI

RESPONSES A}ID OBJECTIONS TO APPLICANT'S FIRST SET OF INTERROGATORIES

TO OPPOSER and know their contents. The statements a¡e true and correct and are of my own

personal lcrowledge, except for those matters stated to be upon information and belie{ and as to

those matters. I believe them to be tn¡e-

I declare under penalqy of perjury under the laws of the United States of America that the

foregoing is tn¡e and correct.

Date

19
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!!

WilliamNoo4 Ph.D.
Patent Attomey
Illumin4Inc.



CERTTF'ICATE OF SERVICE

I hereby certiff that a true and correct copy of the foregoing "OPPOSER'S

SUPPLEMENTAL RESPONSES AND OBJECTIONS TO APPLICANT'S FIRST SET OF

INTERROGATORIES TO OPPOSER" was served on J. Michael Hurst of Keating Muething &

Klekamp PLL, with an address at One East Fou¡tl Steet, Suite 1400, Cincinnati, OH 45202,vta

first class mail, postage prepaid, today Februty 4,,2014-

/
Byt

Greer
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